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TSCA Includes Unique Data Collection Provisions 

Prior to the enacunent of the Toxic Substances Control A a  (TSCA). no one knew [he number or 
identity of chemicals in commerce in the United States, much less had information on their production, 
distribution, w, or health and environmental effects. TSCA has provided an extensive set of tools to 
collect just such information from industry. If the information does not already exist, industry can be 
required to develop it. Thus, ?SCA is a unique and extremely important source of information that is 
potentially valuable not only to the United States Environmental Protection Agency (EPA) for its own 
regulatory efforts, but also to other federal, state, and local programs. 

The data collected under ?SCA also have the potential to benefit the scientific community as i t  
attempts to better characterize environmental conctrm, and industry as it works toward reducing risks of 
its chemicals. ?his information further has the potential to benefit workers and the public who risk the 
wnsequenas of being exposed to any harmful chemical in commerce Significant amounts of TSCA 
data are unawilable anywhere else, and IISCA provides the only comprehensive view available of what is 
known (and not known) about the commercial flow and/or environmental effecrs of commercial 
chemicals. 

CBI Claims Severrlv Umlt A m s s  to TSCA Data 

Under 1sCA, large amounts of potentially valuable data have been collected and are being 
maintained by EPA However, most of the data are unavailable to scientists, public interest groups, or 
the general'public, txxause they are being held as confidential business information (CBI). While there 
are several circumstanas under which data submitted by companies are and should be handled as 
legitimate trade secrets, the majority of the'canfidentiaiity claims affecting data submitted under TSCA 
have not been substantiated, and a signifjcant fraction of these claims would appear not to be 
supportable under the statute. 

Maintaining large volumes of data as CBI not only denies access to interested outside users, it also 
leads to high axts  for the Office of Pollution Prevention and Toxics (OPPT), which administers TSCG 
to keep the data secure, impedes the program's ability to develop regulations openly, and makes it 
difficult for other federal offidals to use the data. It also prevents OPPT from sharing the knowledge it 
gains from reviewing such data about the chemical atvibutes that give rise to significant health and 
environmental risks. Thus, TSCA CBI is irnpcdmg government regulatory programs, scientific research. 
industrial chemical stewardship programs, worker and community right-to-know, and industrial 
accountability. The history of EPA regulation of asbestos provides a telling case in point The public 
and interested parties were prccluded from meaningful participation in rulemaking, because the 
documents developed by EPA to support its proposed rule were covered by CBI claims, and could not 
be made public 

Potential usen of TSCA data arc not only hindered by the lack of accus to the data, but they are 
also undermined by an inability to ascertain the scope of the data that are being held as confidential. In 
other words, there is no way for outside users to know whether or not EPA is in possession of data 
rel~vant to their interest& ?berefore, few groups or individuals, aside.from industry, have sought to 
obtain TSCA data. 

... 
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The amount of TSCA data claimed and held as CBI is sizeable by any siandard, and includes 

0 more  than 90 percent of ail prernanufacture notices for new chemicals, 

more than 95 percent of all polymer exemption submissions, 

more than 25 perctnt of all substantial risk notifications (80 percent of those submissions with 
cIaims make such claims for chemical identity), and 

more than 20 percent of all reported health and safety studies. 

That these TSCA CBI claims are excessive is shown by the foIIowing exampier: 

0 Data collected under ?sCA's Preliminary Assessment Information Rule have at least 10 times as 
many confidentiality claims, and probably more than 1,OOO times as many claims as Toda 
Relcase Inventory Data submitted to the same EPA program under the Emergency Planning and 
Community Right-to-Know Act (EPCRA) for a comparable set of information and reporting 
entities. 

For the limited number of submissions that EPA has had the resources to challenge, submitters 
have seldom been able to substantiate their claims. includes nearly all the substantial risk 
not ies  with chemical identity claims.) 

Many of the claims clearly fall outside of what may bc claimed as confidential under the explicit 
provisions of TSCA (rg. health and safety data submitted by industry). Examples include: 

o Claiming chemical identity as CBI on a substantial risk notice, because of concern that 
taxiaty data might be 'misinterpreted.' 

Claiming submitter identity and plant site information as confidential, although this 
information was publicly available, to avoid embarrassment oyer inadequacies in a medical 
surveii!ance program. 

o 

When up-front substantiation requirements €or CBI claims were dropped in 1982 for ncw 
chemical premanufamrc notikations, the percentage of submissions subject to such claims rose 
noticeably. 

A review of health and safety data on 20 chemiorls that have been designated as an international 
priority for evaluation and control indicated that EPA is holding as confidential five studies 
submitted under Seaion 8(d). 

Severrrl Stmtenks M Available to Limit Exctuirr CSI Claims 

EPA cannot prevat finnr from making CBI ctaims under TSCA, and must go through a series of 
labor-intensivc steps to dedassiry any data that It kiieM do not meet the statutory criteria for such 
dahs. Therefore, oaty Coagressional action c a m  tmiy rolvc the problem of excessive CBI under ?SCA 
However, there arc a limited number of adminstntlrc actions that appear to be available to EPA to 
make TSCA data more available to the public 

iv 600086 



kgislntive Op&ms 1, " 

Congressional action Will probably be required to modify TSCA before the information reported and  
generated under the Act can serve more than its Current limited regulatory uses to promote 
environmental health. Congressional options include: 

An explicit legislative restriction on the c&sa of information that may legitimately be claimed 
as CBI (cg. prohibiting claims on specific data elements, such as the identity of chemicals for 
which substantial risk notices are submitted, or on combinations of data elements, such as 
claiming both the chemical and the submitter identity as CBI). 

Following the successful pattern for confidentiality claims demonstrated in Toxics Release 
Inventory reporting under EPCRA: 

o 
o 
o 
o limiting claims to a range of data elements; 
o 

requiring up-front substantiation of CBI claims; 
mandating that claims be made by a senior corporate official; 
providing criminal and civil penapes for false claims of amfidentialiy, 

requiring that each submission covered by a CBI claim be made available to the public with 
a generic name for each confidential element, so that users of ?SCA data can know the 
exact nature of data covered by CBI claims. 

An explicit authorization for EPA to share data with state governments, and a specification of 
security requirements that would fadlitate data-sharing with other federal agencies. 

Providing EPA with more spcci6c guidance on appropriate provisions for the protection of CBI 
(rg. specifying sunset periods beyond which additional substantiation of CBI claims would be 
required). 

EPA does have a number of alternatives available to it to limit inappropriate CBI claims, which 
would supplement Congressional action. These actions by €PA would also have some salutary effects 
even in the absence of Congressional action. Thesc include: 

Attempting to dcvelop class determinations defining arcumstanccs when EPA considers CBI 
claims to be invalid; 

Discussing (forcefully) the need to limit inappropriate CBI claims with industrial groups and 
chief aecutive offices and seeking voluntary changes from them; 

Continuing the current ampaign to challenge those claims l a s t  likely to be sustainable, and, in 
egregious cases of invalid claims, attempting to invoke 18 USC 1001 covering false claims to the 
w - = s  

Making internal reforms, under the terms of the consent decrees currently in force, to decrease 
the administrative burdens of ?sCA CBI (several of these are being implemented). 

V 



Should Congress decide not to amend the CBI provisions of TSCA, EPA does have some additional 
alternatives to discourage inappropriate CBI claims. These might include: 

Publicly disclosing who is making what type of invalid claims (without divulging any confidential 
a speCifiCS); 

Reporting aggregate statistics on information covered by CBI claims, so that at least generic 
information on risks is available; 

Requiring up-front substantiation for all TSCA CBI claims; 

Instituting procedures that would require re-substantiation of claims after the expiration of fiied 
periods. 

Imposing fees for CBI claims. 

Reform of TSCA CBI procedures, and the elimination of abuses, is possible to some extent without 
Congressional internention. However, Congressional action would greatly expedite such reform, and is 
absolutely necessary to address certain issues, such as access to TSCA CBI by state governments and the 
ability to prohibit certain classes of CBI claims. 

vi 



As recently as fifteen years ago, the American public had vinually no information on the  risks posed 
by tonc chemicals in  commerce. despite the fact that they were being exposed to these chemicals in the  
workplace, at home, and outdoors. In addition, neither the screntific nor regulatory communities had the 
information they needed to assess and control the risb posed by toxic chemicals. Indeed, information 
was not even amilable on what, or how many, chemicals were in commercial use in the United States. 
Adequate information to assess health risks was available for only a tiny ponion'of the universe of 
chemicals to which people might be exposed. 

The initial proposal for a Toxic Substances Control Act V C A )  was developed in 1971 in the 
context of a series of unfurseen-discoveries ,of+.Ehettoxicptential of chemicals -inccunmerdal-use. These 
discoveries included the widespread contamination of 6sh with the heavy metal mercury, and the 
identification of serious health risks assodated with antamination from polychlorinated biphenyls 
(PCBs), which had been widely used in electrical equipment As the Administrator of the United States 
Environmental Protection Agency (EPA), Russell Train, noted: 

Most Americans had no idea, until relatively recently, that they were living so dangerously. They 
had no idea that when they went to wark in the morning, or when they ate their breakfast-that 
when they did things they had to do to earn a living and keep themselves alive and well-that 
when they did things as ordinary, as innocent, and as essential as eat, drink, breathe, or touch, 
they could, in fact, be laying their lives on the line. They had no idea that, without their 
knowledge or consent, t h y  were engaging in a grim game of chemical roulette whose result they 
would not know until many years later.' 

During the six years of debate over the legislation before final enactment of TSCA, there was a 
seemingly endless stream of revelations regarding chemical risks, including: 

liver cancers in rubber rs induced by vinyl chloride; 

plasticizersinblood, ing from plastic blood b a s  
polybrominated biph (PBB) poisoning of cattle h Michigan; 

contamination of Lake Superior and water supplies drawn from the lake with asbestoslike fibers; 

kegone poisoning of workers and the James River in Virginia; 
Tris' cancer concerns, from its use as a fire retardant in children's sleepwear, and 
stratospheric 0z0nC de 

TSCA was enacted in 1976, in Pn effort to identify the rkk posed by chemicals in commercial use, 

n induced by chlorofluorocarbons and other chemicals. 

and to ensure that the risk ge to human health and the environment from the manufacture and 
use of toxic chemicals wou mized. 
on chemicals from manufapurers, processors, and importers throughout the United States. It was hoped 
that by making this informa ble to the public, informed choices a u l d  be made by everyone 
concerning chemicals CA also gives EPA the potential to regulate any chemical a t  any 
stage in its life qck, development through commercialization, sale, and use, to 
disposal upon a findigg 

The Act givcs EPA broad authority'to collect information 

Cy that the chemical may pose an unreasonable risk 

One impetus for the passage of TSCA was to fill existing gaps in the federal government's authority 
to regulate risk from toxic chemicals. Earlier enwronmental laws had focused on particular 
environmental media (air, wahr) or  industrial and commercial practices (waste disposal). TSCA 

I I 

Lcnislative Histow of the Toxic Substances Control Act, U.S. Congress, November 15, 1976, at 
p. 161. 

L 



addressed the entire lifecycle of a chemical substance, from synthesis 10 disposal. However. raihcr th3n 
simply filling reguiatory gaps, most provisions-in the Act were intended 10 provide infomanon needed 10 

assess the risks of chemicals. and, thus, to foresruff problems, rafher than correct them. Reporting 
provisions for existing and reasonably ascertainable information were broadened from the initial Nixon 
Administration proposal, as were authorities to require testing fo develop new data. 
premanufacture notification requirements were added to the A n  

Finally, 

The concern was clearly to provide the information needed to support sound regulation of toxic 
chemicals, but even more so to provide perspectives on chemicals that would move the entire country 
away horn a reactive approach to unknown problems towards a fuller understanding of chemical health 
and environmental risks. As stated in the Report of the House of Representatives, 'the bill provides for 
the collection of information regarding commercially produced chemicals so that the-mal  -exposure to'.a 
chemical and its total effect on health and the tnvhnment  can be monitored and evaluated.'* TSCA 
was drafted obtain information needed on the effects of chemicals and on human and environmental 
exposures to chemicals. 

TSCAand Right-to-Know 

the achievement of the statute's ambitious goals. For example, one of the major sponsors of the 
legislation, Senator Hartke of Indiana stated, 

Public a- to the data collected and generated under TSCA was recognized as being essential to 

I think the essential element of this legislation is that it has attempted to provide for the 
individual-not only who work, but for the rest of American society, the right to know what is 
in store as far as the toxicity of chemicals is concerned. 

The fact of it is that not only do workers not know and the general public not know, but in 
many cascs the manufacturcrs and disvibutors and business pcople do not know.' 

An example of Congress's recognition of the need for public acccss to data on toxic chemicals is its 
decision to add Section 8(d) and related &porting provisions to TSck Congress decided to require that 
health and safety information be reported by aIl companies under 'Is- rules and to make all health 
and safety studies publicly acccssiblc Thus, Sectioa 8(d) offered the scientific community (and the 
public) a window into a pool of unpublished health and safety studies that some have estimated to be 
larger than the entire published literature. Other provisions of 'IS= such as Sections 8(a) and S(e), 
also require the reporting of data on the health and safety effects of chemicals. 

InformatSon CathcrjrrP nnd Disscminnth Provisions 

TSCA contains broad reporting and information provisions. Under Section 8(a), the EPA 
Administrator cau require industry to report almost any adsting or reasonably ascertainable (non- 
financial) iaformotioa about the chcmials iu produces, processes, disulbutes, uses, or disposes. Such 
infoxmation can be required about specific chemicals and uses or about broad classes of chemicals and 

heislativc Historv of the Toxic Substances Control Act, US. Congrcss, November 15, 1976, at 
p. 409. 

Leeislativc Historv of the Toxic Substancts Control Act, U.S. Congress, November 15, 1976, at 
p. 218 



uses 
chemicals, uses. or other groupings, except the group "all new chemicals.' 

in  fact. such reporting requirements ran be cl>nSrracied io encompass any logical dass of 

Under Section 8@), EPA was required- to exercise its reporting authorities 10 obtain an inventory of 
all exlsting chemicals in commerce. EPA acted in 1977, and supplemented the inventory with reporting 
on the stte and amount of manufacture (or import). m e  inventory is regularly updated and the 
production information has been updated twice since.) 

i 

In addition to Section 8(d) authority, mandating that EPA collect unpublished health and safety 
studies from industry, two other important authorities in Section 8 allow EPA to require reporting of 
health and safety data. First, under Section we), industry is required to repon to EPA any additional 
data that %sonably supports ,the .conclusion .that a substance presents a substantial risk of injury to 
health or the environment' Under Section 8(c), EPA is to establish rules for industry to maintain and 
report records of adverse reactions to health or the environment of its chemicals and of allegations of 
such adverse reactions. 

Finally, TSCA grants EPA authority to require industry to generate any missing data that are needed 
on new chemicals (under Section 5)  and existing chemicals (under Section 4 test rules). For new 
chemicals, if EPA determines that a chemical may pose an unreasonable risk to human health or the 
environment, it can require any studies necessary to make a risk determination. Under Section 4, EPA 
cin develop rules that require any testing that may be needed to develop information on chemicals 
already in commerce. 

'IsCA's information-gathering tools cover the entire universe of old and new chemicals, and the 
entire range of uses of any chemical, unless the chemical is already regulated as a pesticide, food or food 
additive, or drug. These tools cover all stages in the commercial flow of such chemicals, from 
production, processing, distribution, and use, to treatment and disposaL They embrace information on 
production, use, aposurc, and environmental relcasc, as well as health and environmental effects. In 
fact, TSCA covers virtually any type of information about chemicals in wmmerce and their effects. 

By collecting information under TSCA, EPA can better set priorities for its regulatory and 
enforcement activities under all its statutes. By making such information publicly available, as required 
by the Act, EPA provides producers and users (both commercial and private) with the ability to make 
better decisions regarding chemicals, and requires producers to be publicly accountable for their actions. 
As has been Uustrated by the impact of the Emergency Planning and Community Right to Know Act of 
1986 (EP-) on corporate practices, such publicly available information may be a far more powerful 
influence on environmental quality than direct EPA regulation. 

Uniaue AscKas of TSCA Data 

TSCA is not the only, nor even the major source of information on toxic substances. Thousands of 
trade publications and the huge body of scientific literature contain much information about toxic 
substances. Hawlever, therc arc two aspects of the TSCA data are both important and unique. 

Fmt, significant amounts of =GI data o t ~  w & b k  anywhere &e. Under TSCA. EPA can 
require companies tb submit information on their production, distribution, uses, and disposal of 
chemicals, as well as information relating to their possible health of environmental effects. An 
important portion of the information that companies have on their chemicals has not been published. 
Therefore, TSCA is receiving data not available anywhere outside of the companies submitring them. In 
addition, if such data do not exist, but EPA 6nds that the chemical may pose an unreasonable risk or 
that the chemical has large production and has significant or substantial exposure, then the Agency may 
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require companies 10 generale such data. Thus, TSCA information-gathering authorities an and d o  f i l l  
key gaps in information about chemicals. For example. for hundreds of chemicals designated as high 
priority for testing by the Inleragency Testing Committee. TSCA has been used by EPA first IO o b ~ a i n  
all unpublished health and safety data and then  to have industry conduct tests lo f i l l  key gaps in these 
data. 

Second. TSCA provi&?s rhe only comprehensive view available of w h l  
the c o m m ~ c i a i ~ 7 o w  andlor errvuonmcnrd rffecrs of commercial chemicals. For example, nowhere else is 
there a complete overview of what chemicals are being produced, in what quantities, and where. 
Nowhere else are there complete compilations of the existing health and safety data on important 
environmental chemicals, including large databases containing unpublished data. Nowhere else is there a 
complete oveMcw of what new chemicals have been developed and introduced into commerce in the 
U.S. And, nowhere else is there a complete overview of the commercial uses of chemicals that pose 
high risks, such as lead and asbestos. 

known (and nor known) abouf 

As a result of these information-gathering provisions, OPPT has an absolutely unique overview on 
chemicals. For example, it has no equal in knowledge of the chemical features that give rise to health 
and environmental concerns from having collected and reviewed thousands of published and unpublished 
health and safety studies on chemicals with-similar structural features. This is information of value not 
only to €PA in its oversight of new chemical development, but also to r'esearch scientists in their efforts 
to undentand'mechanisms of toxicity and drug action and to industry in its efforts to design and develop 
safer chemicals. 

Confidential Business Information 

Manufacturers, processon, and users of chemicals protect many trade secrets from disclosure 10 one 
another. Such trade secrets may involve for example: the nature of their research programs and 
marketing plans, the specific formulation of their products, the details of their process steps, or  the 
economia of their operations. Disclosure of such trade stc~ets may allow domestic and foreign 
campctitors to avoid the time and expense to independently develop such information. and, thus, can 
result in such campetiton' obtaining an unfair compctitive advamage ovcr the company whose secrets 
have been disclosed: 

Rtcognizing the legitimate wncem of companies Over unnecessary disclosure of such trade Secrets, 
?sCA contains provisions limiting disclosure of confidential business information. However, given 
TSCA's overall thrust of improving the public's acmS to information, such pmvisions place narrow 
Iimitations on what information is to be publicly withheld. In particular, Section I4(a) of 7SCA mirrors 
the provisions of the Freedom of Information. Act (FOIA), which allow 'any information' submitted or  
obtained under ?SCA to  be claimed as confidential. but limit what may be held confidential to data 
needed to protect 'trade secrets or 6nanciai information.' 

Moreover, under Section 14@), the range of submitted data from health and safety studies that can 
be protected as CBI is far more limited Even information that would normally be protected from 
disclosure under FOIA may be disdosod under thu provision of TSck Only data that disclose 
'PCOCCSS~ used in the manufacturing o r  processing of a chemical substana or mixture of, in the case of 
a mixture, ... any data which discloses the portion of the mixture comprised by any of the chemical 
substances in the mixture' is prohibited from releasc 

That C o n g a  did not intend for these limitations to restrict information necessary to protect public 
hqalth and safety is demonstrated by the fact that Section 14(a) also contains a provision for disclosure 
of information that would otherwise be entitled to protection as E C A  CBI under several sets of 
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conditions. CBI may be disclosed if doing so is necessary to prevent unreasonable risk. Officers and 
employees of the United Srates and contractors may rmew confidential information if it is necessary io 
perform their duties in protecting health and the enwonment or for specific law enforcement purposes 
(for example, if worker exposures are possible, officials of the Occupational Safety and Health 
Administration (OSHA) are entitled to review 'ISCA CBI, in order to carry out their duties under the 
Occupational Safety and Health Act). Disclosure is also allowed when relevant to a proceeding under 
TSCA, although all efforts must be made to preserve the confidentiality of substantiated CBI to the 
extent practicable. In addition, Congressional wmmittces may r 4 e w  confidential information obtained 
under TSCA upon written request by the committee seeking information. 

Purwse and Scow ofThis'Rmrt 

This report examines whether the CBI provisions of 'Ism either as explicitiy mandated by the 
statute or as put into practice by EPA, have had a deleterious effect on the implementation and impact 
of the law. It considers procedures for claiming CBI and the number and nature of CBI claims that 
have been made regarding information submitted to EPA under TSCA. Subsequent sections examine the 
validity of the claims that have been made, the impacts of CBI claims on the utility of TSCA 
informatha for EPA and the public, and the advantages and disadvantages associated with some 
proposed alterations of TSCA CBI procedures. 

This assessment of TSCA CBI is based upon a review of the legislative history and other legal and 
historical documents to identify the statutory, regulatory, and case-law constraints on confidential claims 
under l sCA Statistical anaiyss of TSCA data wntained in EPA databases were performed to quantify 
and document the scope of CBI claims through FY 19%). As a final component of the assessment, 
interviews were conduacd with EPA staf€ and outside parties interested in data submitted under TSCA 
to ascertain the extent of the problem caused by claims of confidentiality. These interviews also sought 
opinions on the utility of various potential modifications of EPA confidentiality procedures. 



CLAIMING CONFIDENTIAL BUSINESS INFORMATION 

Claiming information as confidential is a simple procedure under T S C k  Information submitted is 
claimed as confidential business information by marking the specific information with a label such as 
"confidential,' 'proprietary," or 'trade secret.' Under some senions of TSCA EPA has provided for 
information to be claimed as confidential by simply checking a box on the appropriate form (eg. new 
chemicals under Section 5).  Under other SeCtjons, written substantiation of the confidentiality of the 
claim is required. For example, claims associated with Inventory reporting require detailed answers for a 
list of questions specified under 40 CFR 710.7(a) and 0). 

For-several -types .of submissions (including Premanufacture Noticcs, hcalth and safety studies, and 
records of significant adverse reactions), the regulations issued under %CA spec@ that two copies of 
the information are submitted ?he first copy must contain all the information required for reporting. 
This copy of the submission is used internally by EPA The second copy (also known as the "sanitized 
version') must contain only information not claimed as CBI and is placed in an open file available to the 
public These sanitized copies of submissions frquently do not indicate either the nature or amount of 
CBI information from the original submission that has been omitted. If the submitter fails to supply a 
sanitized copy, EPA notitics the submitter who then has either 15 or 30 working days (depending on the 
applicable section of ?sa) to submit the stcond copy. If EPA does not receive this second copy, the 
confidentiality claim is waived and the information is placed in the open file. 

There arc no penalties under TSCA for false claims of confidentiality. In stark contrast, the 
penalties applicable to EPA staff or wnuactors who reveal CBI (even if the CBI claim is hivolous) can 
bc substantial 

Because the information submitted to EPA under various sections of TSCA differs, the nature of the 
information IikeIy to be claimed as CBI, an& the presumptions regarding CBI, differ somewhat in the 
programs ooncsponding to these sections of the A u  The section below analyzes CBI claims that are 
clearly imponant from a health and safety point of view. 



THE LARGE AND INCREASING CBI C W h l S  FROhl 1977 to 1990 

Since FY 1982, there has been a massive increase in the number of CBI claims affecting information 
Submitted to the  EPA under T S C k  In pan, t h s  reflects a nearly exponential incrase in  the number of 
documents submitted to EPA under the statute. However, the increase in- the  number of CBI claims 
also reflects changes in CBI claim patterns from the early years of TSCA to more recent times. This 
increase in CBI claims affects many types of submissions, including Premanufacture Notices submitted 
pursuant to Section 5, substantial risk notices submitted pursuant to Section 8(e), health and safety 
studies submitted under Section 8(d), and so forth. 

Reports from databases maintained by EPA's Office of Pollution Prevention and Toxics (OPPT). 
which administers ?sCA, were used to track the number and nature of CBI claims over the last 14 years. 
These non-CBI reports presented counts of the numbers .ofxach-tppe"of-dacrtment s u h i w x l  in-any 
fiscal year, the numbers of each containing any CBI claims, and the numbers containing CBI claims for 
each of several key data fields (cg. chemical identity, submitter identity, use, etc). Most of the relevant 
data are contained in the Document and Personnel Security System @ApsS), although data on PMN 
submissions were obtained from the PENTA database. Data from N l!377 through FY 1990 were 
analpxi.' Submissions for each class of documents are described below. i 

It is important to note that increases in the proportion of CBI claims for any submission type 
suggest an increase in the number of unnecessary, and therefore invalid, claims. There is no reason to 
expect, LI p k n ,  that submitters' need to protect truly confidential information has increased over the 
past 14 years; one would expect the proportion of data subject to legitimate wnQdentiality concerns to 
fluctuate somewhat, but not to markedly increase or decrease. If the proportion of submissions with CBI 
c l a k  qcreases, the most probable explanation is that information of a type and level of sensitivity that 
was not previously claimed as CBI is being so claimed. 

The New Chemicals Pmmm (Seaion 

W o n  S(a)(l) of TSCA establishes the Pre-Manufacture Notification (Ph4N) program which 
requires manufacturers or importers to provide 9Oday notification prior to introducing a new chemical 
into commerce. A 'new' chemical is defined as a commercial chemical not listed on the TSCA 
Inventory. Manufacturers are required to submit available risk-related data including results of relevant 
health and safety studies, projeaed produaion or import volumes, exposure estimates, and intended 
methods of disposal (See Appendix A for a copy of the P M N  form.) Based on the information 
provided in the PMN, EPA must assess the risks to ascertain if the chemical may or  will pose an 
unreasonable risk to human health or the environment 

When EPA rectivtS the PMN, a number is assigned and a notice is sent to the submitter identifying 
the Ph4N number and the date on which the review period begins (40 CFR 720.65). The standard 
review period is 90 days. ?he procedures for claiming any reported information as confidential are 
consistent With tbe general procedure. Claims of confidentiality for the chemical identity apply only to 

' OPIT also has wmplete data for F Y  1991, but these havt not been included in our analysis. In 
1991, EPA's Confidential Systems Section phased out the use of DAPSS, replacing it with the 
Confidential Business Information Tracking System (CBITS). Beguse data for 1991 are contained 
in fwo separate systems, and the degree of overlap between the systems is unclear, it would be 
impossible to analyze these data without individually examining each record for FY 1991 in each 
system. 
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the period prior to commencement of manufacture or import for commercial purposes (40 CFR 
720.85(a)). 

If the chemical identity of the new chemical substance is claimed as confidential, t he  submitter must 
provide a generic name at the time of the claim. Once a generic name is accepted by EPA and the 
submitter, i t  is published in the Federal Register. 

Exemptions to the Ph" process are made for polymers (40 CFR 7U.W) chemicals developed 
solely for use in research and development (40 CFR 720.36), chemicals distributed solely for test market 
purposes (40 CFR 72038). and chemicals produced in low volumes (less than LOO0 kilograms per year 
(40 CFR 723.50). A company may also be exempt from reporting if the new chemical is identical to one 
listed with-EPA under a generic chemi&l niime-EF'A will reveal that the chemical is already on the 
inventory list once the company establishes that it has a bona fidc intent to manufacture the chemical. 
(Additional information on the new chemicals p m p m  is included in Appendix B.) 

A company must send a Notict of Commencement of Manufacture to EPA no fater than 30 days 
after it begins manufacturing or importing the chemid  substance for commercial purposes. This notice 
reports such information as the chemical identity, pre-manufacture notice number, and the date when 
manufacture or  import started. If the submitter would like to maintain the chemical identity as 
confidential, he or she must reassert and substantiate the claim, or else the chemical identity is placed 
on the public inventory without notice (40 CFR 72O.lK!(c)). A submitter may not claim the chemical 
identity coddential after manufacture or impon unless a claim of confidentiality was made prior to 
manufacture or  import (40 CFR 720.85 (b)(l)). Although the statute is not explicit on other claims, it 
is EPA practice to maintain any other information claimed in the PMN as CBI after the Notice of 
Commencement has been received by EPA, without requiring further substantiation. 

As can be s e n  from Figure 1, the number of PMN submissions to OPF7' has increased substantially 
over the past dtgde, from 35 submissions in 1979 (the first year in which any were reported) to a 
m a h u m  of 2,645 in 1988 (the drop in FY 1989 to 1150 submissions presumably reflccts EPA's 
imposition of a processing fee, with submissions that might have been expected in 1989 being made in 
1988 to avoid the fee). 

In FY 1983, the absolute number of PMN submissions nearly doubled from the preceding year (from 
709 to 132). At this time, there also appean to be a signi6cant increase in the pm-n of PMN 
submissions affmed by CBI claims, relative to the preceding three years (from 70% to 79%). Definitive 
data are not available for overall CBI claim rata, but claims on chemical identity increase from 70% to 
79% and this higher claim rate is maintained in subsequent years. Similar.  but smaller, increases in CBI 
claim rates arc seen for use, p~ plant site, rod chemical property data. One explanation for thesc 
changes can be found in the prooedures specified by EPA for asserting CBI claims. Prior to FY 1983, 
EPA had an 'interim' policy that CBI claims be substantiated at the time thy were asserted Cup-front' 
substantiation). 'lbh policy was discontinued in I notice published toward the end of 1982 (47 FR 
28969, 7Nsz) (confinned in the Final Rule publahad during N 1983, 48 FR ZlnZ 5/13/83). 

EPA has separately tracked Polymer and l a w  Volume Exemption Submissions since FY 1985. 
These chemicals art presumed to be associated wtb  a lowcr probability of posing substantiat risks, in 
thaL polymers tend to be chtrnically non-reactive, while chemicals produced in low volumes should have 
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uses. In fact, such reporting requirements-can'be m3is'rructed to encompass any logical class of 
chemicals, uses. Or other groupings, except the group "all new chemicals.' 

Under Section 8@), EPA was required to exercise its reporting authorities to obtain an inventory of 
all ensting chemicals in mmmerce. EPA acted in 1977, and supplemented the inventory with reporting 
on the site and amount of manufacture (or import). (The inventory is regularly updated and the 
production information has been updated twice since.) 

In addition to Section 8(d) authority, mandating that EPA collect unpublished health and safety 
studies from industry, two other important authorities in Section 8 allow €PA to require reporting of 
health and safety'data. First, under Section 8(e), industry is required to report to EPA any additional 
data that 'reasonably supports .the.conclusion .that a substance presents a substantial risk of injury to 
health or the environment' Under Section 8(c), EPA is to establish rules for industry to maintain and 
report records of adverse reactions to health or the environment of its chemicals and of allegations of 
such adverse reactions. 

Finally, TSCA grants EPA authority to require industry to generate any missing data that are needed 
on new chemicals (under Section 5) and adsting chemicals (under Section 4 test rules). For new 
chemicals, if EPA determines that a chemical may post an unreasonable risk to human health or the 
environment, it can require any studies necessary to make a risk determination. Under Section 4, EPA 
can develop rules that require any testing that may be needed to dcvelop information on chemicals 
already in commerce. 

TSCA's information-gathering tools cover the entire universe of old and new chemicals, and the 
entire range of uses of any chemical, unless the chemical is already regulated as a pesticide, food or food 
additive, or drug. These tools cover all stages in the commercial flow of such chemicals, from 
production, processing, distribution, and use, to treatment and disposal. They embrace information on 
production, use, exposure, and environmental release, as well as health and environmental effects. In 
fact, TSCA covers virtually any type of information about chemicals in commerce and their effects. 

By collecting information under TSCq EPA can better set priorities for its regulatory and 
enforcement activities under all its statutes. By making such information publicly available, as required 
by the Act, EPA provides producers and users (both commercial and private) with the ability to make 
better decisions regarding chemicals, and requires producers to be publicly amuntable  for their actions. 
As has k e n  illustrated by the impact of the Emergenq Planning and Community Right to Know Act of 
1% (EPCRA) on corporate practices, such publicly available information may be a far more powerful 
influence on environmental quality than direct EPA regulation. 

Unique Aspects oCTsCA Data 

?sCA is not the om, nor even the major source of information on toxic substances. Thousands of 
trade publications and the huge body of scientific literature contain much information about toxic 
substanm. Howmr, there arc two aspects of the TSCA data a r t  both important and unique. 

Fmt, significant amounts of TSCQ &ta am unavaihblc anywhere e&. Under TSCA, EPA can 
require companies td submit information on their production, distribution, uses, and disposal of 
chemicals, as well as information relating to their possible health or environmental effects. An 
important portion of the information that companies have on their chemicals has not been published. 
Therefore, ?sCA is rwiving data not available anywhere outside of the companies submitting them. In 
addition, if such data do not exist, but €PA finds that the chemical may pose an unreasonable risk or 
that the chemical has large production and has significant or substantial exposure, then the Agency may 
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require companies to generate such data. Thus, TSCA information-gathering authorities an and do  f i l l  
key gaps in information about chemicals. For example, for hundreds of chemicals designated as high 
priority for testing by the Interagency Testing Committee, TSCA has been used by EPA first to ob~ain  
all unpublished health and Safety data and then to have industry conduct I ~ S L S  to f i l l  key gaps in these 
data. 

. Second. TSCA prov& the on& comprehensive view available of what is known (and not known) aboui 
the commcrcialflow andlor environmental effects of commmial chemicals. For example, nowhere else is 
there a complete overview of what chemicals are being produced, in what quantities, and where. 
Nowhere else are there mmplete compilations of the existing health and safety data on important 
environmental chemicals, including large databases containing unpublished data. Nowhere else is there a 
complete overview of what new chemicals have been developed and introduced into commerce in the 
U.S. And, nowhere eke is there a complete oveNiew of the commercial uses of chemicals that pose 
high risks, such as lead and.asbestos. 

As a result of these information-gathering provisions, OPPT has an absolutely unique overview on 
chemicals. For example, it has no equal in knowledge of the chemical features that give rise to health 
and environmental concerns from having collected and reviewed thousands of published and unpublished 
health and safety studies on chemicals withsimilar structural features. This is information of value not 
only to EPA in its oversight of new chemical development, but also to r'esearch scientists in their efforts 
to understand mechanisms of toxicity and drug action and to industry in its efforts to design and develop 
safer chemicals. 

Confidential Business Information 

Manuhaurers, processors, and users of chemicals protect many uade secrets from disclosure to one 
another. Such trade secrets may involve for example: the nature of their research programs and 
marketing plans, the specific formulation of their products, the details of their process steps, or the 
economics of their operations. Disclosure of such trade secrets may allow domestic and foreign 
competitors to avoid the time and expense to independently develop such information, and, thus, can 
result in such cnmpetitors' obtaining an unfair competitive 3dva2tage Q V C ~  the company whose secrets 
have been disclosed 

Recognizing the legitimate concern of companies over ~ ~ e c e s ~ a f y  disclosure of such trade secreu, 
?sCA contains provisions limiting disclosure of confidential business information. However, given 
TSCA's overall thrust of improving the public's a m  to information, sucb provisions placc narrow 
limitations on what information is to be publicly withheld. In particular, Section 14(a) of ?SCA mirrors 
the provisions of the Freedom of Information. Act (FOIA), which allow 'any information" submitted or 
obtained under TSCA to be claimed as confidential. but limit what may be held amftdential to data 
need& to protea 'trade secrets or 6nandal information.' 

Moreover, under Section 14@), the range of submitted data from health and safety studies that can 
be protected as CBI is far more limited. Even information that would normally be protected from 
disclosure under FOIA may be disclosed under this provision of TSCA. Only data that disclose 
.pr- uscd in the manufaawing or processing of a chemical substance or mixture or. in the case of 
a mixture, ... any data which discloses the portion of t he  mixture comprised by any of the chemical 
substanas in the mixture' is prohibited from relew. 

That Congress did not intend for these limitations IO restrict information necessary to protect public 
health and safety is demonstrated by the fact that Section 14(a) a h  contains a provision for disclosure 
of information that would otherwise be entitled to protection as E C A  CBI under several sets of 
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conditions. CBI may be disclosed if doing so is necessary to prevent unreasonable risk. Officers and  
employees of the United States and contractors may rewew confidential information if  i t  IS necessary IO 

perform their duties in protecting health and the enwonment or for specific law enforcement purposes 
(for example, if worker CJrPosures are possible, officials of the Occupational Safety and Health 
Administration (OSHA) are entitled to review ?SCA CBI, in order to any out their duties under the 
Occupational Safety and Health Act). Disclosure is also allowed when relevant to a proceeding under 
TSCA, although all effons must be made to preserve the confidentiality of substantiated CBI to the 
extent practicable. In addition, Congressional committees may review confidential information obtained 
under ’ISCA upon written request by the committee seeking information. 

Pumose and Scorn of’lhis R m r t  

This report examines whether the CBI provisions of TSCA, either as explicitly mandated by the 
statute or as put into practice by EPA, have had a deleterious effect on the implementation and impact 
of the law. It considers procedures for claiming CBI and the number and nature of CBI claims that 
have been made regarding information submitted to EPA under TSCA Subsequent sections examine the 
validity of the claims that have been made, the impacts of CBI claims on the utility of TSCA 
information for EPA and the public, and the advantages and disadvantages associated with some 
proposed alterations of ‘Is- CBI procedures. 

historical documents to identify the statutory, regulatory, and case-law constraints on confidential claims 
under ECA Statistical analyss of ‘Ism data contained in EPA databases were performed to quantify 
and document the scope of CBI claims through Fi 1990. As a final component of the assessment, 
inteMcws were conducted with EPA staf€ and outside parties interested in data submitted under TSCA 
to ascertain the extent of the problem caused by claims of confidentiality. These interviews also sought 
opinions on the utility of wrious potential modifications of EPA confidentiality procedures. 

This assessment of ?sCA CBI is based upon a review of the legislative history and other legal and 



CLAIMING CONFIDENTIAL. BUSINESS INFORMATION 

Claiming information as confidential is a simple procedure under TSCA Information submitted is 
claimed as confidential business information by marking the speclfic informarion wilh a label such as 
"confidential,' 'proprietary," or 'trade secret' Under some sections of TSCA EPA has provided for 
information to be claimed as confidential by simply checking a box on the appropriate form (eg. new 
chemicals under Section 5). Under other sections, written substantiation of the confidentiality of the 
claim is required For example, claims associated with Inventory reponing require detailed a w e r s  for a 
list of questions specified under 40 CFR 710.7(a) and @). 

For.sevtral qpcs .of submissions (including Premanufaaure Notices, health and safety studies, and 
records of significant adverse reactions), the regulations issued under %CA specify that two copies of 
the information are submitted ?he fint copy must contain all the information required for reporting. 
This copy of the submission is used internally by EPA. The second copy (also known as the 'sanitized 
vetsion') must contain only information not claimed as CBI and is placed in an open file available to the 
public These sanitized copies of submissions frequently do not indicate either the nature or  amount of 
CBI information from the original submission that has been omitted. If the submitter fails to supply a 
sanitized copy, EPA notifies the submitter who then has either I5 or 30 working days (depending on the 
applicable section of TSCA) to submit the second copy. If EPA does not receive this sccond copy, the 
confidentiality claim is waived and the information is placed in the open file. 

There are no penalties under TSCA for false claims of confidentiality. In stark contrast, the 
penalties applicable to EPA staff or contractors who reveal CBI (wen if the CBI claim is hivolous) can 
be substantial. 

Because the infomation submitted to EPA under various sections of TSCA differs, the nature of the 
information likely to be claimed as CBI, and the presumptions regarding 'CBI, differ somewhat in the 
programs corresponding to thest sections of the A u  The section below analyzes CBI claims that are 
clearly important from a health and safety point of view. 
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Since Fy 1982, there has been  a massive increase in the number  of CBI claims affecting information 
submitted to the EPA under TSCk In part, this reflects a nearly exponential incrase in the number of 
documents submitted to EPA under the statute. However, the increase in. the number of CBI claims 
also reflects changes in CBI claim patterns from the early years of TSCA to more recent times. This 
increase in CBI claims affects many types of submissions, including Premanufacture Notices submitted 
pursuant to Section 5,  substantial risk notices submitted pursuant to Section 8(e), health and safely 
studies submitted under Section 8(d), and so forth. 

Reports from databases maintained by EPA's Officc of Pollution Prevention and Toxics (OPPT), 
which administers TSCA, were used to track the number and nature of CBI claims over the last 14 years. 
These non-CBI reports presented counts of the numbers Df.cachtype-of-dacrtmtnt submi4ted in-any 
fiscal year, the numbers of each containing any CBI claims, and the numbers containing CBI claims for 
each of several key data fields (cg. chemical identity, submitter identity, use, etc). Most of the relevant 
data are contained in the Document and Personnel Security System (DAPSS), although data on PMN 
submissions were obtained from the PENTA database Data fmm FY 1977 through F Y  1990 were 
analyml.' Submissions for each class of documents are described below. 

It is important to note that increases in the proportion of CBI claims for any submission type 
suggest an increase in the number of unnecessary, and therefore invalid, claims. There is no reason to 
expect, u priori, that submitters' need to protect truly confidential information has increased over the 
past 14 years; one would expect the proportion of data subject to legitimate confidentiality concerns to 
fluctuate somewhat, but not to markedly increase or decrease. If the proportion of submissions with CBI 
c l a h  increases, the most probable explanation is that information of a type and level of sensitivity that 
was not previously claimed as CBI is being so claimed. 

The New Chemicals Program (Section 

Section 5(a)(l) of TSCA establishes the Pre-Manufacture Notification (PMN) program which 
requires manufacturers or importers to provide 9o-day notification prior to introducing a new chemical 
into commerce. A 'new' chemical is defined as a commercial chemical not listed on the ?sCA 
Inventory. Manufacturers are required to submit available risk-related data including results of relevant 
health and safety studies, projected production or import volumes, exposure estimates, and intended 
methods of disposaL (See Appendix A for a copy of the PMN fom) Based on the information 
provided in the PMN, EPA must ~sscss the risk to ascertain if the chemical may or will pose an 
unreasonable risk to human health or the environment 

When EPA ruxbes the PMN, a number is assigned and a notice is sent to the submitter identifying 
the PMN number and the date on which the rtview period begins (40 CFR 720.65). The standard 
rcvicw period is 90 days. The procedures for claiming any reported information as confidential are 
consistent with the general pmadure. Claims of confidentiality for the chemical identity apply only to 

' OPPT also has complete data for FY 1991, but thesc ha= not been included in our analysis. In 
1991, EPA's Confidential Systems Section phased out the use of DAPSS, replacing it with the 
Confidential Business Information Tracking System (CBrrS). Because data for 1991 are contained 
'in two separate systems, and the degree of overlap between the systems is unclear, it would be 
impossible to a n a m  these data without individually examining each record for FY 1991 in each 
system. 
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the  period prior to commencement of manufacture or import for commercial purposes (40  CFR 
720.85(a)). 

If the chemical identity of t he  new chemical substance is claimed as confidential, t he  submitter must 
provide a generic name at the time of the claim. Once a generic name is accepted by EPA and the 
submitter, it is published in the Federal Register. 

Exemptions to the P M N  process are made for polymers (40 CFR 723.250) chemicals developed 
solely for use in research and development (40 CFR 720.36), chemicals distributed solely for test marker 
purposes (40 CFR 72038). and chemicals produced in low volumes (less than Loo0 kilograms per year 
(40 CFR 723.50). A company may also be exempt from reporting if the new chemical is identical to one 
listed with'EPA under a generic c h e m i d  MmelEPA will reveal that the chemical is already on the 
inventory list o n e  the company establishes that it has a boM @e intent to manufacture the chemical. 
(Additional information on the ncw chemicals program is included in Appendix B.) 

A company must send a Notice of Commencement of Manufacture to EPA no later than 30 days 
after it begins manufacturing or imponing the chemical substance for commercial purposes. This notice 
reports such information as the chemical identity, pre-manufacture notice number, and the date when 
manufacture or import started. If the submitter would like to maintain the chemical identiv as 
c o ~ d e n t i a l ,  he  or she must reassert and substantiate the claim, or else the chemical identity is placed 
on the public inventory without notice (40 CFR 7U).lM(c)). A submitter m a y  not claim the chemical 
identity confidential after manufacture or impon unless a claim of confidcntiality was made prior to 
manufacture o r  import (40 (3% 720.85 (b)(l)). Although the statute is not explicit on other claims, it 
is EPA practice to maintain any other information claimed in the Ph4N as CBI after the Notice of 
Commencement has been received by EPA, without requiring further substantiation. 

PMN s u b e m  

As Can be sctn from Figure 1, the number of PMN submissions to OPPT has incrcased substantially 
over the past decade, from 35 subutbions in 1979 (the first year in which any were reported) to a 
maximum of 2,645 in 1988 (the drop in FY 1989 to 1150 submissions presumably reflects EPA's 
imposition of a proctssing fee, with submissions that might have been expected in 1989 bcing made in 
1988 to avoid the fee). 

In FY 1983, the absolute number of PMN submissions nearly doubled from the preceding year (from 
709 to 1342). At this time, there also appears to be a significant increase in thepropwXh of PMN 
S u b ~ b n s  apzected by CSI claims, relative to the Pi-ing threc yean (from 70% to 79%). Definitive 
data are not available for overall CBI claim rates. but claims on chemical identity increase from 70% to 
7996, and this higher claim rate b maintained in subsequent yean. Similar, but smaller, increases in CBI 
claim rates arc seen for use, proass, plant site, and chemical p r o p c q  data. One explanation for these 
changes can be found in the procedures specified by EPA for asserting CBI claim. Prior to N 1983, 
EPA had an 'intaim' policy that CBI d a h  be substantiated at the time thy were asserted ('up-front' 
substantiation). This policy was disoontinued in a notice published toward the end of FY 1982 (47 FR 
28969, 7/2/82) (Coobnned in the Final Rule publahcd during Ty 1983; 48 FR 21nZ 5/13/83). 

EPA has separately tracked Polymer and Low Volume Exemption Submissions since FY 1985. 
These chemicak arc presumed to be assodated antb a tower probability of posing substantial risks, in 
that polymers tead to be chemically non-reactive, while chemicals produced in low volumes should have 1 

I 
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correspondingly low exposure potential. As illustrated in Figure 3 (Polymer) and Figure 4 (Low 
Volume), a substantial number of each rype of submission has been received, an average of 264 polymer 
submissions per  year (maximum of H), and an average of 297 Low Volume submissions per year 
(maximum of 592). While the  rate of Polymer submissions is relatively steady, Low Volume exemption 
applications increased significantly in FY 1990. 

As is also evident from Figures 3 and 4, both clasxs of submission are almost uniformly covered by 
CBI ciaims (95 percent or more of Polymer submissions and between 78 percent and 93 percent of Low 
Volume submissions). For Polymer submissions, CBI claims relate mostly to chemical identity, with 
roughly half tbe submissions claiming submitter identity, and half chiming use information, with lower 
claim proportions for other key data fields. For Low Volume submissions, approximately three quarten 
of the submissions claim-chemical Menlily -as CF3I;with claim mtes-for ot.her.key~dam~elemmts similar to 
those for Polymer submissions. 

Test Market Exemption submissions do not follow the general pattern of a consistent increase in 
submissions, but rather show a peak in 1983 (169 submitted) and 1984 (168 submitted); the proportion 
covered by CBI claims is consistent, and high (greater than 90 percent for all years except F Y  1985). 
None of the individual key data elements alone amun t s  for this high rare. Chemical identity, submitter 
identity, and usc information are claimed on more than 50 percent of the forms for most reporting yean. 

If, on the basis of a generic chemical name on the TSCA inventory, a submitter who would 
otherrvise have to submit a P M N  believes that a chemical it intends to manufacture or import may 
already be in mmmerdal use, it submits to the EPA a declaration chat it has a bow fidr intent to 
manufacture or import the chemical. On the basis of this submission, the EPA is able to divulge 
whether or not the subject chemical is or is not on the inventory.' 

(Figure 5). 'here was a substantial increase in these submissions in FY 1983 and FI 1984, with some 
decline thereafter. Nearly all of the b m  fidc submissions are affected by CBI claims, although the 
proportion so affected has declined since 1985. 

A moderate number of boM@e submissions were received by EPA between F Y  1979 and N 1982 

Substantial Rlsk Infixmatfort: Health 8nd Safetv Data tScction 8) 

As noted above, Seaion 8 of 'ISCA provides EPA with a variety of mechanisms to obtain 
information on the potential health and environmental risk associated with chemicals once they have 
entered into commcrdal use Beyond the basic commercial information contained in the chemical 
inventory mandated by Section 8@), EPA is provided with mandatoly reporting of information indicating 
substantial risks (-ion 4~)). the ability to require submission of any health and safety data (Section 
8(d)) or reports of significant adverse reactions (Section 8(c)) that must be maintained by a 
manubcturer or importer, and the ability to promulgate additional rules that q u i r e  rccordkceping 

This reprcseno an interesting approach to the protection of business-related information, in that 
knowledge regarding the identity of a chemical that has been claimed as confidential by the current 
manufaaurer or importer b made available only Lo that company's direct competitors (those 
proposing to manutacture or impon the same chemical). All that is reported is the fact that the 
chemical is in commerce. 
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and/or reporting by manula; 
provisions of Section 8 are F:J.ided in Appendix C 

:i and importers (Section 8(a)). Additional information on the 

Under Section S(e) of TSCA manufacturers, distributors, and processors must notify EPA 
immediately if they oblain information indicating that a chemical presents 'a substantial risk of injury to 
health or the environmem' As discussed in a subsequent section, legal analFts at EPA have taken the 
position that 'health and safety data', as specified in the statute, are nof limited to the health and safety 
studies covered by Section 8(d). Data reponed under Section s(e) also meet the definition of a health 
and safety-study under*the-Act,- and are-thcrefortuubje-to 3hc-limited -CBI+rmsn-ofSection -14@). 
However, to date EPA has dealt with CBI claims on such submissions according to the general 
procedure, following Section 14(a). 

In addition to the qe) notices specified in the Act, EPA rcctins a significant number of similar 
submissions, termed 'FYI' (For Your Information) notices. These noticcs represent cases in which the 
submitter asserts that the information reponed is not subject to mandatory reporting under Section 8(e), 
but is reponed voluntarily. It could be argued that the information reponed in FYI notices would more 
properly be incorporated into 8(e) noticts; this is a matter of judgement that EPA has left to the 
discretion of submitters. From the point of view of CBI claims, they can be treated similarly. 

A key fact to remember in reviewing CBI claims for 8(e) and FYI notices is that unlike notices 
received under the ncw chemicals program, for which one can not a priori assume that a chemical poses 
any risk at all, 4 e )  notices ~JI dcfinidosr deal with substantial risks, and FYI notices with risks of 
sufficient magnitude that the submitter believes EPA should be apprised of them. 

The number of S(e) notices received by EPA to date has been far lower than the number of notices 
under the new chemicals program, with fcwer than 150 such submissions in any year prior to N 1990. 
Relatively few such submissions were received by EPA between 1977 and 1982 (an average of 15 per 
year). with the number of submissions per year jumping up to a higher level for 1983-1986 (average of 
126 per year), decreasing from 1981-1989 (64 per year), and increasing considerably in 1990 (256 
submissions) (Figure 6). 

However, the low numbers of we) submissions received to date may not accurately reflect a lack of 
information indicating substantial risks associated with chemicals in commerce EPA has taken the 
position that many submissions that sAould how b a n  made under Section we) were not, in fact, made. 
The Agenq recently instituted a penalty cap program to encourage submissions of these 'missing" 8(e) 
notices. The announcement of this program rnay account for the substantial increase in 8(e) submissions 
Seen in FY 1990, EPA expects a signi6cantly increased number of we) submSions in the near future; 
OPPT discussions with industry have indicated that as many as several thousand may be rtccived. 

One would apea, in view of the explicit limitations on CBI claims for health and safety data 
contained in .cMinn 14@), that the proportion of we) notices affected by CBI claims would be far less 
than that for new chemicaf submissions. Tbe proponion of we) submissions containing any CBI claims 
is. in tact, much lower than that seen in the new chemials program, with the proportion of CBI claims 
decreasing in 1983, when the absolute number of submissions first inncases substantially. Of the 
submissions since 1983, fcwcr than 50 percent contain any CBI, in contrast to the greater than 90 
percent claim rate for PMNo. A 50 percent incidence of CBI claims, howlevtr, is still substantial, 
panicular!y in vim of the fact that these submissions deal with chemicals that have been judged to 
potentialIy preseat a substantial risk of harm to human health or the environment. and the fact that the 
burden of substantiation for CBI d i m s  on such submissions was intended by Congress to be greater 

10 



:..::<e> ,::-'<*.,<?: ;< &, C _ ,  

than for other submissions. As Figure 7~illuSirat&, PWuubS&~tial number of the CBI claims associated . 

with 8(e) notices concern chemical identity; moreover, the assertion of CBI claims regarding chemical 
identity in 8(e) notices appears to increase from N 1985 onward. PLS is discussed in greater detail 
below, the inability of potentially exposed persons to determine the identity of chemicals that pose 
substantial risks severely restricts their ability to take actions to protect themselves from those risks. As 
is also discussed below, EPA's recent program challenging CBI assertions in 8(e) notices indicates that a 
substantial fraction of these CBI claims may be invalid under the statute. 

FYI submissions in significant numbers are first recorded in 1987, and have remained relatively 
anstant at 150 to 200 per year (Figure 8). Until 1990, the number of FYIs exceeded that of 8(e)s by a 
ratio of five to two; in 1990, more 8(ep than FYIs were submitted (2% vs. 158). EPA staff have 

- sp l a t ed - tha t  submitters-have-filed FYls.in.preference-to..8(e)s in order to avoid the stigma associated 
with a finding of 'substantial rise as well as to avoid the procedural requirements of S(e) notification. 

A relatively low proponion of FWs contain CBI c l a a  (9 to 19 percent), but there has been a 
steady increase in claims from 19137 through 1990, and many of these claims concern chemical identity. 
These increases are of particular interest because these submissions are ostensibly voluntary. However, 
the proportion of M submissions in which chemical identity is claimed as CB1 has remained 
~ ~ & t e n t i y  lower than the corrtsponding figure for 8(e) submissions (10 to 20 percent vs. 30 to 45 
percent over the same four years). Again, this may reflect the perceived stigma associated with an 8(e) 
submission. 

 si^^ MPQS Rmcfjons (scrtion 8(c)) 

EPA defincs significant adverse reactions as those 'that may indicate a substantial impairment of 
normal activities, or img-lasting or irreversible damage to health or the environmenta (40 CFR 
717.3(i)). Section 8(c) of ?SCA requires manufaauren, proctsson, and distributors of chemicals or 
mixtures to keep records of significant adverse rcactioas to health or the environment alleged to have 
been cased by their chemicals. Firms must make records of allegations available to EPA upon request. 
A n y  person who is submitting copies of t h e  records is allowed to assert a confidentiality claim, by 
submitting both oomplete and nonoonfidential ~sanitizcd') vtnions of the submission (SO CFR 717.19). 

Almost all (21 of 26) of the 8(c) submissions requested by EPA were received in 1%. Again, one 
ce of CBI daims, because these reports satis@ the debi t ion of a health and 
awered by the limited CBI provisions of Scaioa 14@). Roughly half of 

would arpect a low 
Srety study, and wo 
these submissions to EPA contain CBI c l a i i  These rtports 6y definition deal with records of signi)lanr 
adverse reaCtions. When claims were made, they generally covfted all key data elements. 

Any manufaaurer, pnxrssor or dsmiutor  of a commercial chemical must submit health and safety 
studies concerning that chemical that it has conducted or that arc reasonably ascertainable to it (Section 
S(d)). Section 3(6) of TSCA defines a health and safety study as 'any study of any effect on a chemical 
substance or mixture on health or the environment or on both, including underlying data and 
epidemiological studies, studies of occupational nposure to a chemical substance or mixture, 
toxicologkal, clinical, and ecological studies of a chemical substance or mixture, and any test performed 
pursuant to this An' 

Section 14@) of 'ISCA explicitly prczludes claims of confidentiality on these health and safety 
studies (and underlying data), except where disclosure of the information would reveal processes used in 
the manufacrurt, importing, or processing of a substance, or, in the case of a mixture, the portion of the 



mixture comprised by any of t h e  substances in the mixture. Any information contained in a study which 
is clearly personal data (for example, individual medial records). the disclosure of which would invade 
personal privacy, is exempt from disclosure under FOIA as provided in Title 5, United States Code. 
Section 552@)(6). Interestingly, the regulations promulgated by EPA for such submissions (40 CFR 
716.55(a)(3)) appear to offer prolection for CBI that are nor included in the statute. in that claims of 
confidentiality are allowed for company name and address, financial statistics and product codes used by 
a company. 

A large number of health and safety studies (more than 5,OOO) have been submitted to the EPA 
under W o n  8(d) since 1986, with large peaks in 1987 and 1989 (Figure 9). Prior to 1990, 
approximately 25 percent of thesc contain some CBL Wen a CBI claim of any type is made, chemical 
identity iS almost aiwaysxlairn&cto ~ . ~ c C m o r ~ - t h a n . ~ ~ c e ~ s f - i h e r ~ o n s - ~ t h ~ r l a i m s  
assen such a claim for chemical identity, Figure 10). Substantial numbers of CBI claims were also 
asserted for submitter identity (provided for in the CFR), usc, toxicity, exposure, and environmental 
release data. The exception is that in 1986 (the first year with 8(d) reporting), a very low percentage of 
the forms claimed toxicity data to be CBL 

The key point to note is that under the explicit language of Section 14@) of 1'SCA. most of these 
CBI claims are prima facie invalid Congress explicitly intendel to make such health and safety 'data 
publicly availablt; doing so represents the entire rationale of Section 140). The only claims that Section 
140)  permits are those that disclose 'processes used in the manufacturing or processing of a chemical 
substance or mixture' or, in the case of a mixture, disclose 'the portion of the mixture comprised by any 
of the chemical substances in the mixture.' Even under the more lenient language of the regulations 
(40 CEX 7165S), only company name and address, financial statistics, product codes, and information 
that krould clearly be an unwarranted invasion of p ~ r s ~ n a l  privacy? Claims on use, toxicity, exposure, 
and environmental release data are clearly not permitted either by the statute or by regulations. 

The majority of submissions under the Comprehensive Assessment Information Rule (CAIR) were 
received in 1989 (660)- followed by 45 in 1990. Fewcr than 30 percent of the original submissions 
contain any CBI claims, although in almost all cases, it is chemical identity that is claimed as CBI. As 
CAIR reporting applies to a prGde6ned set of chemicals, these CBI claims are curious. 

PAIR (&a) Lrrd A) Sub- 

Bccausc data on submissions under the Preliminary Assessment Information Rule (PAIR) are 
maintained in a separate database, the DAPSS system contains information on only a small fraction of 
submissions made pursuant to this rule These submissions, and CBI claims associated with them, are 
discussed in detail in a subsequent section, in comparison to reporting of comparable information under 
alternative statutory authority. Armrdiigly, they are not coosidered hac,  except to note that a 
significant fraction of PAIR submissions contain CBI claim 
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Testine of Existine Chemicals (Section 41 

Section 4 of TSCA authorizes EPA to require manufacturers or processon of chemicals in commerce 
to test  the effects of those chemicals on human health and the environment. EPA may exercise this 
authority by rule only upon a finding that: 

a particular chemical may present an unreasonable risk of injury to health or the environment; 
there is insufficient data available to perform a reliable risk assessment; and, 

testing of the chemical is required in order provide the necessary information. (4(a)(l)(A) 

A finding that a chemical may present-an vnrtasenable fisk, and a-amsquentlest..rulc,need not be 
based upon a finding that a chemical may be toxic, but may rather be based on substantial production 
and exposure It0 humans or the environment, in addition to finding of insufficient data and the need for 
testing (4(a)(l)(B)). A test rule promulgated under section 4(a) must: identify the chemical, include 
testing standards for the development of test data, and specify the duration of the testing period. 

The key purpose of Section 4 is the generation of studies that address the potential of identified 
chemicals to have adverse health and safety effects. Accordingly, the results of such studies would be 
reponed to the EPA pursuant to Section 8 of TSCA However, Section 4(c) provides for applications 
for exemption from testing that would otherwise be required. EPA has received a significant number of 
such applications. Because test rules under Section 4 deal with identified chemicals, many of which are 
in widespread1 commercial use, it is interesting to consider CBI claims associated with these Section 4(c) 
applications. 

Section 4(c) applications were submitted comparatively rarely between N 1981 and Fy 1986, with a 
significdnt increase in the number of submissions in'= 1987 (triple the number from FY 1986). and a 
noticeable wk in 1989 (Figure 11). This represents another instance of the increasing overall 
information proacssing load on OPPT stat€ Prior to FY 1987, nearty all such submissions contained 
CBI claims When the absolute number of submissions increased, the proportion containing CBl claims 
dropped considerably (in effect, the absolute number of section 4(c) submissions with CBI claims has 
remained relatinb] constant). Again, it is notable that for a class of submission that deals with already 
identi6ed cfrehcals that are generally in widespread use, many of the submissions with CBI claims make 
such claims for chemical identity. 

Hazardous Chemicals Identified under the Act 

Once EPA finds that a chemical ~OSCS an unreasonable risk to human health or the environment, i t  
has a variety of options under Scction 6 to conmi the commercial use of that chemicaL EPA may 
apply any of these options by rule 'to the extent ncctssary to protect adequately against such risk using 
the least burdensome rcqUiremen&' Among these options arc two that require the public dissemination 
of risk-relevant intormation (emphasis added): 

nqrriringthatdudranrcal substance be labelled with clear and adequate warnings with respect to 
its use or disposal; and, 

nqUiring manufacuum ot prrrccaors 01 the chemical subsfame or mimue to provide notice of 
unreasonable risk of injury to anyone who may come in contact with the chemical substance. ru 
give public notice of such risk and to replace or repurchase the chemical substance or mixture, 
whichmr is chosen by the person to which this requirement is directed. 

0 
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O n e  class of chemicals, polychlorinated biphenyls (PCBs), is explicitly addressed in the statutory 
language of Section 6(e). Section 6 also provided the Administrator with the authority to prornulgare 
rules regulating other chemicals and chemical classes. Much of the Agency’s efforts to da te  have been 
focused on regulating asbestos (see Appendix D). 

W w n  6 Submkswns 

There is no routine reponing to EPA required under Section 6, but OPPT has logged a significant 
number of documents Sent to it under this pan of the statute, ranging from 13 in FY 1981 to 202 in FY 
1987. As Figure 12 indicates, the number of submissions to EPA significantly increased ftom 1980 

submissions contained CBI assertions, but the proportion with such claims has dropped steadily from 
1986. Again, a significant fraction of the CBI assertions concern chemical identity (nearly all since 
1987). As in the ase of Section 4 reponing, this inspires curiosity, k u s e  these submissions 
presumably deal with identified substances that have been the focus of public rulemaking. 

through 1988;-wi€h-a-Subscqtltat-d~-in &989 Md 1990. -TltfOU@-l*%6&WXt41-0f .these 

Chernlcal Inventon Remrting 

As noted earlier, Section 8(b) of ?sCA required EPA to compile, maintain, and publish a list of the 
chemical substances which are manufactured or proctsseQ in the United States. Any substances not 
listed in the inventory are subject to premanufacture notice requirements under Section 5, and are added 
to the inventory as they enter commerce. Chemical substances which are manufactured, imported, or 
processtd in small quantities solely for the purpose of scientific experimentation or analysis or chemical 
research for the dmlopment  of a product arc exempt from reporting to the inventory 
(40 CFR 710.4 @)(3)). 

The initial irmntoty was compiled in 1977. Reporting under Section 8@) provides for CBI claims 
on the following types of information (40 CFR 710.7): 

companyname; 
site; 
chemical identity; 
whether the chemical substance is manufactured, imported, or processed; 
whether the chemical substance is manufactured and processeb only within one site and not 
distributed for commercial purposes outside that site; and, 
the quantity manufactured, imported or processed. 

Written substantiation was requircd for dai&g chemical identity as oaadcntial; all other claims could 
be substantiated by simply checking the CBI box and then attesting to the claims made by providing a 
signature on the form. To claim the chemioll identity as confidential, businesses were required to 
complete, sign, and submit EPA inventory repon Form C (EPA Form No. 7710-3c) (40 CFR 7105 
@)O)- 

A review of CBI identification fields in the Chemicals in Commerce Information System (CICIS) 
indicates that the initial compilation of the TSCA inventory was significantly less affeztcd by 
confidentiality claims than recent submissions to EPA tend to be. Of the 141,018 records for which 
information on CBI claims is available (data flags are missing on 3.6 percent of the records), CBI claims 

. 
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range from 3 low of 1.8 percent (2,608 records),wiih,.,t~,e~,wsi~e-limited" ficld indiciicd xj CBI. [o  3 h l c h  
of 27.2 percent Of the records (39,742) for which production volume was claimed IO bc C61. For m&i 
data fields, roughly 10 percent of the records ind ia te  a n  assertion of confidcnlialiry. 

Surnrnarv of CBI Claims 

Since FY 1982, there has been a massive and increasing number of CBI claims affecting information 
submitted to the EPA under 'ISCA In part, this reflects a nearly exponential increase in the number of 
documents submitted to EPA under the statute. Much of this increased information load has come 
through the new chemicals program under Section 5 ( P W s  and related submissions), but significant 
increases have also been seen for substantial risk (Section 8(e)), FYI, and other health and safety related 
submissions, including htalth and safety studies submitted under Saction Wd). -Evtn-program that do 
not require routine reporting, such as the Section 6 regulatory program, have generated large numbers of 
submissions in r e n t  years. To a lesser extent, the increase in the number of CBI claims reflects 
changes in CBI claim patterns from the early years of TSCA to more r e n t  times, such as the increase 
in CBI claims on P M N  submissions after the 'up-front' substantiation requirements were dropped. 

Those submissions under Section 8 that deal with health and safety studies and findings of 
substantial risk would be expected to have a much lower frequency of CBI claims than do submissions 
under Section 5, because they are subject to the stricter limitations of Section 14@). These submissions 
do have a lower proportion of CBI claims than is seen in the new chemicals program, but there are still 
a significant number of CBI claims affecting these submissions. ?his number is far in excess of what 
might be expected on the basis of the specific limitations imposed by Section 14@) on CBI claims 
regarding health and safety studies. For 8(d) submissions, numerous CBI claims are being asserted o n  
data elements (such as chemical identity) that appear to be precluded from such claims under Section 
14@)- 

The high rate of CBI claims in submissions since 1979 stands in stark contrast to that seen for the 
data in the original inventory. More than 90 percent of the PMN data arc covered by CBI claims, while 
less than 30 pcrccnt of the recrords in the original ihventory a n  affected by such claims. 

CBI claims have d e a d  in some a m  in aecent years. For example, claims on submitter identity 
for PMN, bona fide, Seaion 4(c), and W o n  6 submissions dcaeased between 1986 and 1990. 
Unfortunately, thcse decrtascJ in daima on submitter identity have been ofkct by increasing claims on a 
more critical data element, chemical identity. A significant amcem is the increase in the proportion of 
8(e) (substantial risk) notices, and related FYI notices, in which the identity of the chemical is daimed 
as CBL Overall, the decrease in somc specific claim types is dwarfed by the general increase in CBI 
claims. 

Taken together, the increase in CBI claims in the new chemicak program and the significant 
. numbers of claims afieaing other submission types @anicularly under Scaion 8, where the statute 

resuias daims) suggests that there may be a signilkant number of CBI claims that are not valid under 
the statute Tht n a t  Section of the repon addrases the procedures used by EPA to review CBI claims 
and ensure that they arc properly substantiated 

15 



SUBSTANTLATION AND REVIEW OF CBI CLAlhiS 

As the previous section has shown, the number and scope of CBI claims made for information 
submitted io EPA under TSCA IS cnremely large. Thls huge volume of CBI. taken together wlih the 
inneases over t ime Seen in CBI claim rates and the relatively high claim rate o n  submissions Subject to 
the sinct promions of Secuon 14@), suggests that a significsant fraction of the CBI claims that have 
been made  may not be necessary to protect tme trade Secret information and  may not  be valid under t h e  
statute. 

Although TSCA and its implementing regulations specify explicit requirements regarding the 
substantiation of CBI claims under TSCA, OPPT does not routinely require submitters to substantiaie 
claims. The penalties for wrongful disclosure are h r  stronger than those for making invalid ciaims, and 
OPPT-resourCe limitations mean- that -on~.a.smaH-fraFtion.of-sabminioas-can ~ r ~ c w c d - a n d / o r  
challenged. Where OPPT has had the resources to challenge CBI claims, these claims are regulariy 
withdrawn. I.:. 

Statuto& Criteria for ReviewinP Claims 

As spcdficd in its regulations (40 CFR 2203 cf s q . ) ,  EPA must make a preliminary determination 
as to whether or not the business information is entitled to oonfidential treatment when responding to 
Freedom of Information Act @OM) requests, or if it is likely that EPA will be required to disclose the 
information a t  a future date. EPA is also authorized to review any claim that has been submitted, in 
order to ensure that it complics with ?sCA and its implementing regulations. Business information is 
entitled to mnfidential treatment if (40 CFR 2.208): 

1) The business has asserted a claim which has not expired by its terms. nor been waived nor 
withdrawn; 

2) The business has sathfaaody shown that it has taken reasonable measures to protect the 
coniidentiality of the information, and that it intends to aontinue to take such measures; 

3) The information is not, and has not been, ~Ursonably obtainable without the business's consent 
by other persons (other than governmental bodies) by use of legitimate means (other than 

. disarvery based on a showing of special need in a judicial or quasi-judicial proceeding); 

4). NO Statute S - ~ Y  qairs Of the i n l ~ m t i ~ w  a d  titha - 
a) the bush- has satisfactoriiy shown that disdosurc of the information is likely to cause 

substantial ham to the business's competitive position; or 
b) the information is voluntarily submitted and its disclosure would be likely to impair the 

govtmmcrrt's ability to obtain naxssary information in the future.' 

. When reponding to FOlA request, this determination must be made within a 10 workingay period. 

Under 40 CFR =(a) EPA's legal offie (defined as the Office of General Counsel in 40 CFR 
w e ) )  is responsibk for making the final determination on confidentiality. If a claim is rtviewtd, 
EPA offices attempt to obtain the af€cctal business's consent to discloere useful portions of records while 
prot&g the'infonnation which may be entitled to confidentiality (e& by withholding such portions of 

' These criteria apply only to information that has not been explicitly excluded from protection as 
-1 because the constitute health and safety data (40 CFR 2%). 
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a record that would identify a business, or by diklosingdata In the form of industry-wide aggregates or 
totals, or some similar form)(40 CFR 2 .2M(f ) ) .  Under 40 CFR 2205(f)(2),  if EPA determines that the 
information IS nor entitled to protection as CBI, then the EPA office rahng aciion on the claim and [he 
Office of General Counsel issues a notice of denial (by certified mail) s u p g  the basis for the 
determination and that the decision constitutes final Agency action. The information is made available 
to the public on the 31st calendar day after the date of the business's receipt of the wntten notice, 
"unless the EPA legal ofice has first been notified of the business's mmmencement of an action in a 
Federal CQUR to obtain judicial review of the determination, and to obtain preliminary injunctive relief 
against disclosure' (40 CFR 2205(f)(ii)(2)). Any prior determinations of confidentiality may be changed 
due to changes in facts or law, or because the earlier determination Was clearly CrrOneOuS (40 CFR 
2rnW)- 

Statuton Penalties for CBI 

As previously noted, the statute assigns no penalties to companies that submit false or invalid CBI 
claims. Strict penalties are, however, specified for any EPA staff or contractors that reveal confidential 
information. When ?sCA CBI is wrongfully disclosed it is treated as a misdemeanor. Under Section 14 
3wongful' disclosure occurs when an authorized person in possession of CBI material is aware that 
disclosure is prdhiiited and intentionally discloses the CBI material to an unauthorized person. Anyone 
guilty of wrongful disclosure may be subjm to a fine of not more than sS,OOO and/or not more than one 
year of imprisonment (section 14(d)). Wrongful disclosure of CBI by an EPA employ#: can also be 
grounds for dismissal, suspension, fine, or other adverse personnel action. Intentional disclosure could 
also result in CrimiDal prosocution (40 CFR 22ll(c)). The Code of Federal Rcgulationt also states that 
any authorized possessor of CBI must take 'uppro+ measures to properly safeguard the information 
and to protea against its disctosure. 

Resourn Considetations and Actual Practice 

Given the vast number of CBI claims received by EPA, it is impossible for EPA staff to review each 
claim thoroughly to determine its validity, and, at the same time, PCOOCSS the claim in an expeditious 
manner. Tbe result is that actual practice differs from what the statutory and regulatory language would 
lead one to expect. 

upon the submitter, and provides thc Agenq with the ability to disclose infomiation not properly 
protected by the submitter, the obligation of the Agency to protea legitimate CBI, and the imbalance in 
penalties for wrongful disclosure as opposed to invalid claims, has lead OPPT to go to considerable 
lengths to p r o t q  my daimcd CBI from disclosure. For example, OPPT staff indicate that it is a 
common pnaiCe to review the 'sanitized' copies of CBI documcntr, so that submitters can be notified of 
inadequate attempts at sanitization, rather than simply plaang the sanitized copies in the public docket. 
while =A is required to now submitters of inadequate sanitization it has detected, there u no 
obligation to examine documents for this purpose. 

In practice, n a p t  for the 8(d) / $(e) Challenge Program and challenges at the time a Notice of 
. Commencement is received, the vast majority of claims submitted are not reviewed Unless OPPT staff 
have information that leads them to believe the claim is invalid, the claim is not reviewed. Indeed, i t  is 
not Agency practicc to even request submission of substantiation mazerials for CBI claims. OPPT 
employek noted that they generally request substantiation of a CBI claim only when a FOLA r q u e s i  for 
release of the information has been receive& Only when a penistent requestor insists upon release of 
the data is the submitter contacted to substantiate the claim. 

Although the statutory language places the burden of establishing the aonfidtntiality of information 
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Submitters Amend CBI Claims when Challeneed 

For the past year, OPPT has reviewed each 8(d), Health and Safety Study, and S(e), Notice of 
Substantial Risk submission, and has elected to challenge submitters to substantiate a significant number 
of CBI claims affecting such n o t i ~ t ~ . ~  Between September 1990 and May 1991, 106 rye) submissions 
were reviewed and 52 (49 percent) were challenged. Over the same perid, 351 8(d) submissions were 
reviewed, and 77 (22 percent) were challenged. In cssence, all CB1 claims associated with these 
submissions have been challenged. Tbe fact that, in may cme to dare, the submitter has amended the 
submission when challenged, indicates that EPA is correct in challenging the validity of these CBI ciaims. 

-In*many*cascs,y the .invalid 4 3 1  ciaims-appear to eover-infonnation. that isr.potentially.embarrassing to 
the submitter, but not entitled to protection under Section 14(a) or Section 14@). Rather, the 
effort is to p m n t  disclosure of precisely the sort of information the framers of TSCA wanted made 
public For nample: 

One submitter claimed its identity, and the identity of the chemical substance, as CBI, beoruse they 
were concerned that potential customers would interpret toxiaty data reportcd in an 8(e) notice in 
such a way as to wndude the subsqnce was unsafe (the submitter belicved this to be a 
misinterpretation). Notwithstanding the submitter's desire to put a 'spin' on the study, these data, 
inctuding the identity of the chemical, are precisely the sort of information that the framers of TSCA 
sought to make available to the public 

In a similar case, the submitter wish& to withhold its identity (which included the name of the 
subject chemical), as well as the chemical identity, because it kIicved that effects seen in a toxicity 
study wrc not oompound-related Again, ?sCA explicitly includes the dora from toxicity studies in 
its reporting standards, and docs not permit regulated persons to submit only rhcit  reri ria ti on of a 
study. The submitter of this study ha@ ample opportunity to defend its judgement that the effects 
were not caused by the chemical, and could have made a convincing ose, but instead chose to make 
an invalid CBI claim. 

In one case, the submitter madt a CBI claim on its identity, and that of its trademarked commercial 
produa, on an 8(e) documenting adverse health effccts in w r k m  exposed to an apparent 
breakdown pmduc2, produced under unusual drcumstanas. Again, the submitter could have made 
public the very limited conditions under which such an advent effect occurred, as well as the fact 
that it appeared to haw made diligmr flfonr to ensure that such 
instead chose to make an invalid CBI claim. 

would not occur again, and yet 

Yet another -pic dealt with a study that identified inadequads in the medical surveillance 
program of a submitter. The submitter's identity and plant location were claimed CBI. There 
scfmed to be no Gvideooe tbrrt the faa that the submitter used the chemical at that facility was an 
U ~ d t s d o s e d  ttlde SCQtt Rather, it might reasonably be inferred that the submitter wished to avoid 
embamsmcm rcgadng the inadcqnaq of io occupational health program, or to forestall 
maIltieJ with is mfk force. 

' ~iscussbns with OPPT st?ti indicate that a number of [actors, beyond the presumptive validity of 
the -1 claim, arc ahsidered in deciding whether or not to issue a challenge Accordingly, it 
would not be appropriate to infer that the fracttoa of CBI claims that is not challenged represents 
valid CBI claims. 
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A recent 8(e) submwion, clamed as CBI,'&'ah %PA Order filed under C E R C U  The Order 
noted. as a Finding of Fact, that a particular facility and IS surrounding area had been contaminared 
by a hazardous substance manufactured by the submitterhapondent. ALSO noted were the f3cts that 
the submitter and others would initiate a cleanup, and that local shellfsh had been contaminated. 
The submitter claimed both company identity and chemical identity as CBI, even though the original 
EPA Order was not claimed as CBI, and therefore the information was available. Following 
negotiations, the submitter dropped all CBI claims on chemical identity. 

In another 8(e) filing, a submitter claimed submitter identity and chemical identity as CBI, because it 
considered the health effect it was reponing to be %ghty unusual,' and believed that release of the 
information prior to conducting additional research might cause 'premature and possibly unnecessary 

information, but rather to conceal exactly the information that Congress intended to make public by 
way of 8(e) submissions. 

Lastly, a submitter provided the final draft of a study of the effects of working for prolonged periods 
with particular chemicals. This draft study had been provided to union representatives of the 
submitter's wotkcrs prior to submission to the Agency. Despite the tact that all of the relevant 
information had thus been made public, the submitter claimed company name, uaio 
sites, and chemical identities as CBL Following discussions with EPA, the submitte 
all CBI claims for chemical identities immediately, and 10 drop all other claims on 
had k e n  fildd with the Agency. 

To the anedt that thesc example are typical, t h 9  illustrate an apparent reliance o 

- This representr.yet?nother-s~ample .of a (331 claim-used-not -to-protm-commercial 

avoid embarrassthent or adverse public reaction, rather than to protect trade secret in 
competitors. Hqwever, TSCA was enacted precisely to facilitate informed decision-making by the public, 
such that marketl forces could Ihd  to the replacement of unsafe chemicals with better alternatives. 
Invalid claims of'the type d c s c r i i  abomsubvert a fundamental goal of the statute. 

Although EPA has had 
have placed strong demands 
little as a single five-minute telephone call, others have consumed as much 
staff indicate that the m a j o r i ' y , y  be dealt with using two hours of staff ti 
with a type of submission of wqch the Agency geneially reccivts 
major investment of effort by E More extensive challenging 
therefore, to be feasible for a of TSCA For example, there 
many PMNs as there bmitted in the average year. 
staff rcsourcu to challe Given the expected massive submissions under 
EPA's 'penalty cap: it IS not t OPPT will be able to ma 
program for these submissions. I 

ous success in challenging inappropriate claims,lth 
cy resources. While some challenges (very few) may require as 

It iS impassibk without an ongoing rcvicw of other TSCA submissions, to know the degrti: to which 
the pattern of happropriate CBI d a h  seen in 8(d) and 8(e) notices is typical iof other types of 
information sub+ttcd to EPA The fact that such claims are made in submissions that explicitly deal 
with substanrirrl riks however, is not encouraging. I 
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SIMILAR DATA ARE NOT CONFIDENTIAL UNDER RELATED STATUTES 

The statutory and regulatory language clearly provide EPA with the ability to deny invalid 
confidentiality claims. However, they also specify a very broad range of data that may be entitled to 
protection as CBL This places the Agency in the position of having to decide whether any particular 
CBI claim is in faa valid. As the preceding section shows, in those instancts where EPA has challenged 
the validity of claims, the claims have proven not to be valid. Without examining each claim 
individually, i t  is not possible to conclude that a majority of CBI claims are invalid. However, a 
comparison of data colltcted under TSCA with sirnilar data collected under another statute with less 
liberal confidentiality provisions indicates that CBI claims under ?SCA are far in excess of what is 
needed to protect true trade secrets. 

' 

More recent statutes have taken a naRpwtr View than does TSCA of the types of information that 
are potentially subject to confidentiality claims. For example, llsCA provided EPA all the authority 
needed to collect information substantially identical to that reported and made public on  the ToXics 
Release Inventory ("€20 under the Emergency Planning and Community Right to Know Act of 1986 
(EPCRA) and the Federal Pollution Prevention Act of 1m. Hawever, t h e  latter statutes contain 
provisions governing public disclosure of the data and information reported to EPA that differ from 
those in TSCA in important ways.* 

The& Merenccs are apparent when comparing reponing under TSCA's Preliminary Assessment 
Information Rule ( P A R )  with reporting to TRI. Reponing under these two statutes is similar in that 
1) both deal with predefined sets of chemicals, and 2) PAIR requires reporting on the quantity of 
chemical lat, while TRI requires reporting on releasc to the environment The reporting on relcases to 
the environment for TRI is actually comiderably more detailtd than the loss reporting required under 
PAIR 

TRI reporting dif€ers from PAIR reporting in that confidentiality claims for TRI are much more 
restrictive; claims can only be made for chemical identity, and TRI has apIicit provisions to discourage 
frivolour rJlaimc: 

a requirement that the submission be reviewed and signed by a top corporate official; 

a requirement that all trade secret claimr be accompanied by information to substantiate the claims, 
at the &ne tluu they are ma& 

a limitation that only chemical identity can be daimcd a trade x;Qct? thereby releasing the rest of 
the content of thc reporting form to the public, Wuding  the identity of the claimant and the 
magnitude of any releases and transfers (thus, there is potentia! public accountability for a-v trade 
Secfet claims being made); 

Indeed, TRI-lilrt data have beta reported for -1 hundred chemicals under TSCA since the 
early 198ort, but in cQnttast to TRI's p & p m  of active public disclosure, the same data under 
TSCA havc b t t n  held by EPA in confidential databasts 

Under TSCQ it ir possible to clam chemical identity as CBI in a submission that is .not a health 
and safety study. Althougb chemicil identity is essential to the full understanding of such studies, 
it has not been EPA practice to challenge CBI claims on chemical identity, even when the 
submission was a health and safety study. A few inttrviewees indicated that precise chemical 
identiy information was not needed to interpret these studies, although the majority did not endorse 
this view. 
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penalties (comparable to those imposed under e C A  on government employees who release TSCA 
CBI data) for corporate officials making a false trade-secrecy claim under E P C U  

It is impossible to tell the extent to which each of these four provisions individually is resulting in 
the insignificant number of claims of trade secreq under EPCRA. What is clear, however, is that the 
combination of these four policies results in a dramatic decrease in the number of trade secret claims 
being received under EPCRA as compared to TSCA For the 1988 TRI data, there were only 23 trade 
secret claims, out of more than 70,000 TRI forms. 

To obtain a more &ea comparison between PAIR and TRI reporting, a subset of 37 chemicals 
were selected on which reponing was required under both PAIR and TRI, and for which at least one 
repon had betn-madc.for-bOth. Using this subset eiiminates d ix rcpc ie s  attributable to differences in 
the particular chemicals subject to reponing. Because PAlR afftas a narrower class of potential 
submitters than does TRX, statistics were obtained not on& on overall TRI reporting for these chemicals, 
but also for submitters who indicated (in the use category of the TRI reporting form) that they were 
producers or hporters of the chemical being reported Thus, one can be assured that there is 
significant overlap between the facilities reporting under PAIR and under TRI. Table 1 presents the 
summary data for these chemicals. 

There were a total of 13,164 TRI facility reports for these 37 chemicals in 1988, 463 of which 
represent producers or imponers of the chemicals. As noted above, only a tiny fraction (0.03 percent) 
of the TRI forms are affected by trade secret claims; even if all of thesc claims affected the 37 chemicals 
select4 the claim rate would be less than 0.17 percent. If one-makes the even less plausible 
assumption that all of the confidentiality claims not only concern these 37 chemicals, but also were made 
by produccn or  importers, the claim fate is less than 5 percent 

order of magnitude as the number of productrsrunporters reporting to TRI, although it is substantially 
lower (35 percent fewer forms). The difference muy reflect the fact that the threshold quantities for 
reporting under PAIR are higher than those under TRI; facilities with quantities falling between the two 
thresholds may account for these missing forms. 

For the same set of chemicals, there were 302 PAIR forms submitted This number is on the same 

Although the specific information that can be claimed as CBI on PAIR forms differs from what can 
be claimed as confidential on TRI forms, these ciaims can be quantitatively compared as equivalent 'ypu 
of information. (On PAIR forms, claims can be made for 'quantity lost', while on TRI forms the 
quantity released must be reported and it is the chemical identity that may be claimed as a trade secret.) 
Using the subset of 37 chemicals deatonstratcs that over 50 percent of the PAIR forms had CBI claims. 
When compared to the TRI mnljdentiality claims (.a3 perctnt of all TRI forms), the CBI daim rate 
under PAIR is more fhan 1,500 timer higher than the uade =et dah rate under T R L  Even if one 
makes the very unlikely assumption that all of the TRI trade secret claims are contained on those forms 
in the subset, CBI claims under PAIR are being made at 10 rimes the rate of trade secret claims under 
lRL" 

This is admittedly a wide range of possible claim ratios. The difficulty in narrowing this range 
arisCS from the very limited number of trade secret claims made for TRI data. OPPT smff indicated 
that supplying arry data on the number of these claims affecting the chemicals used in this 
comparison might compromise the security of the trade secret data. 
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These data s[r 
required to safegu. 
were tightened to rz;mble those of EPCRA, the proportion of submissions affected by CBI claims 
would drop substanually. Moreover, the comparison above suggests that many of the CBI claims on 
chemical loss data made under PAIR are no longer Wid, if in fact they ever were. The existence in the 
public record (TRI) of substantially identical information would invalidate the CBI claims. 

, suggest that the CBI claims made under PAIR are far in ex- of what is t r u l y  
:rade seaell. They also suggest that if the restriciions on CBI claims under E C A  

It may not be appropriate to make a quantitative extrapolation from the analysis of PAIR data to 
reponing under other provisions of ?sCA Howcver. the data do support the conclusion that CBI 
claims under TSCA would not m e t  the requirements for trade secret claims under EPCRA, and that 
more stringent requirements for substantiating CBI claims could have the effect of reducing the 
proportion of ?SCA data mvered by such claims. 

, 
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LEGAL AND TECHNICAL CONSIDERATIONS 

The preceding section illustrates the extent to which statutory controls on frivolous confidentiality 
claim can influence the number of such claims that are made. Under TSCA's lenient CBI provisions, 
far more claims are made than under the strict provisions of EPCRA I t  has not been demonstrated 
that the more restrictive confidentiality provisions of EPCRA have resulted in competitive harm to any 
submitter. 

Recent analyses by legal staff in EPA's Office of Pollution Prevention and Toxia indicate that 
Agency practice in accepting CBI daims has, in fa- been more lenient than the statute (or its 
implementing regulations) requires. As was noted above, while Section 14(a) of TSCA does not restrict 
confidentiality claims on a wide variety of information submitted to"EP4 Section 14@)-aarrowly restricts 
CBI claims on information from health and safety studies.ll For such health and safety studies, the only 
prohibitions on public release of information are on data that disclose 'processes used in the 
manufacturing or processing of a chemical substance or mixture or, in the case of a mixture, releasing 
any data which discloses the portion of the mixture comprised by any of the chemical substances in the 
mixture.' Moreover, the statute incorporates a broad definition of a health and safety study (TSCA 
Section 3(6)): 

The term 'health and safety study' means any study of any effect of a chemical substance or 
mixture on health or the environment or on both, including underlying data and epidemiological 
studies, studies of occupational exposure to a chemical substance or mixture, toxicological, 
clinic& and ecological studies of a chemical substance or mixture, and any test performed 
pursuant to this Act. 

This language is quite broadly inclusive. Moreover, EPA, in developing regulations on reporting 
health and safety data, has noted that Congress did not intend to restrict the definition tofonnul studies: 

It is intended that the term (health and safety studies) be interpreted broadly. Not only is 
information which arises as a result of a formal, disciplined study included, bbt other 
information relating to the effects of a chemical substance or mixture on health and the 
environment is also included. Any data which bears on the effects of a chemical substance on 
health or the environment would be included. (H.R Rep. No. 94-179,94th Cong., 2nd Sess. 58 
(1976) (Conference Report), as awl in 47 FR 3874 September 2,1982) 

Thus, the statute would appear to automat idy  disallow many CBI claims that have gone 
unchallenged by EPA until rectntly. This is particuIariy vue of key data clemcnu such as the identity of 
chemicals for which health and Safety data baw been reportal under Scction 8(d) (health and safety 
studies) and Section 8(e) (notices of substantial risk). As noted by OPPT attorneys, data that allow a 
determination of substantial risk inherently meet the statute's definition of P health land safety study. 
These considerations have lead EPA recently to institute a program of d e  challenges to CBI claims 
on thesc submissions. 

The sections of the Gxk of Fe&d Regulariont that implement 'Ism follow the statute both in 
restricting the range of CBI claims that can be made for health and safety studies and in defining such 
studies broadly. In particular, as OPPT attorneys have pointed out, chemical identity can only be 
claimed confidential in a health and safety study when the submitter can demonstrate that knowledge of 

' The regulatory language implementing these provisions of the statute can be found at 40 CFR 
2203 et s q . ,  and at 40 CFR 2306. 



identityper se is sufficient 10 disclose a process of manufacture or portions of a mixiure, a condi i ion  that  
would almost never be true. 

Infomarion from health and safety studies is submitted to EPA not only under Section 8 of TSCA. 
but also under Sections 4 and 5. I t  is particularly worth noting that since PMNs mwf include any health 
and safety data known to, or reasonably axertainable by, the submitter, a substantial fraction of PMN 
subm&ions would be subject to the strict CBI provisions of Section 14@). This would mean that the 
broad CBI protection currently extended to entire P M N  submissions would be dropped from those 
portions of each submission that constitute health and safety data. Only those PMN substances for 
which no health and safety data were available would be eligible for the broad protection currently being 
afforded to all PMNs. This is likely to be a relatively small subset of PMN submissians. .Moreover, 
EPA scientists could easily support the argument that such submissions would be subject to regulatory 
action under %ion 5(e), for lacking adequate information to permit a determination of risk 

There is an explicit exemption provided for data that are not necessary to interpret the health and 
safety study data. OPP" attorneys have argued that it is rmdy the case that chemical identity 
information could legitimately be covered by such an exemption. It is unlikely that any reputable health 
or environmental scientist could be found who would argue that it is NO the case that chemical identity 
is unnecessary to interpret health and safety data. 

This reasoning leads to the conclusion that a significant amount of information that EPA has 
received Over the past decade, and has prottcted as CBI (cf. Figures 7 and lo), is not in ha entitled to 
such protection under the statute It is also true that in order to be p r o t ~ e d  under Section 14(a) of 
the statute, the information (&om a source ofher than a health or safety study) must be of such a nature 
that if revealed, it would cause substantial competitive harm to the submitter (40 CFR 2208). 

As noted above. the statistical analysis of CBI claims indicates that many hxbmissions contain 
multiple CBI claims. One can question the extent to which, in such cues, it is ncussary to protect alf 
of the Wonnation claimed as CBI in order to presem the submitter from substantial competitive harm. 
For example, if the k y  0ommcrcia.l information is that a particular chemical substance has a certain use. 
one could safeguard this information by claiming either the identity or the usc as CBk there would be no 
need to protect both items of information 8s CBLU Because €PA has generally lacked the rcsourccs to 
evaluate tach submission in the past, it is possible that many of the submissions containing mulriplc CBI 
claims are in hct makhg claims beyond those necessary to prot ta  the submitter from substantial 
competitive ham 

It ap- that if EPA applied striaer standards to CBI claims, which could be done under existing 
regulations, and had the r e ~ ~ u r c c ~  to review dahs, a significant haion of the claims would be 
dropped. It also appears &e@ that if procedures for submitting CBI claims under TSCA were made 
more onerous, as they arc under other statutes, far fewer CBI d a b  would be made in the first place 

. As noted above, under Section 14(b), chemical identity IS not entitled to protection as CBI when 
it forms part of a health and safety study. 

. I 
, 
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CONSEQUENCES OF CURRENT CBI C W h l  AND REVIEW PRtCTICE3 

A series of interviews with EPA employees, both within and outside of OPPT. officials in other 
federal agencies with a potential need for access to TSCA CBI, state government employees familiar wlth 
TSCA data, and representatives of non-governmental organizations including envlronmental groups and 
labor unions, elicited a wide range of opinions on both the nature and exrent of the problems posed by 
TSCA CBI practices. In general terms, interviewees tended to concentrate on two separate problems 
posed by current CBI practices. Those within OPPT were generally, although not exclusively, concerned 
primarily with the volume of CBI, and its implications for the use of their limited resources. Those 
outside of OPPT were primarily concerned with more limited data sets that CBI claims had rendered 
unavailable to them, In order to address the concerns identified by OPPT staff, a significant reduction 
in the absolute number of '(331 claims would be required For outside-data usen;concerns-could 
sometimes be addressed by eliminating CBI claims on a very limited data set (rg. claims on chemical 
identity in Section 8(e) notices). The particular data set for which declassification was desired varied 
among the interviewees. 

CBI Presents a h i s t i c s  Challenne for EPA 

CBI SsCurirJ, Roccdrvs am saia 

The statutory language of TSCA, and the regulatory language implementing it, specifics the types of 
information submitted under ?sCA that can be claimed as CBI, as well as the circumstances that 
determine the legitimacy of CBI claims Neither the law nor the regulations, however, contain any 
detailed information regarding procedures employed to safeguard *CA CBI. These are covered by 
guidance documents developed by OPPT. 

Thesc guidance documents, and the procedures described in them, were developed in the context of 
two lawsuits brought against EPA by Polaroid Corporation, which were settled in 1985 by means of 
consent agreements. Tht consent agreements incorporate the security requirements in the guidance 
documents by reference, and require that adequate public notice be given by the Agency prior to 
implementing any significant changes in security procedures, and contemporaneously with the 
implementation of any substantive changes, 

The guidance documents-dcvelopcd by EPA establish a conuolled environment for TSCA CBI 
material to 'ensure that a complete audit trail remains as to the location of any document at all times 
and the identity of the person responsible for the document if it has been removed from the 
Cohdential Business Inf&matjon Center (CBIC). Appendix E describes' the procedures which EPA 
staff, contractors, and 
EPA staff i n t c M d  for this report (including s m r a l  staff involved in developing CBI security 

maors must follow to safeguard CBI material. It is the consensus of the 

level of protaxion provided lor TSCA CBI is equivalent to that provided to 
b e t '  for national security purposes. Thus, the level of protection afforded ?sCA 

any reasonably foresteable t h r c a ~  
I 

CBI SCrrvirJ, ptacriar a& E f l e  

There is ample evidena that CBI security p r o ~ ~ i o n s  are quite effcuive in preventing the release of 
CBI. No cue has been documented in which CBI wu intentionally disclosed, and the number of cases 
of accidental disclosure is quite limited. FcIMr t h o  ma dozen instances were identifitd in which 
procedural violations were of such a nature that t h y  were likely to result in disclosure of CBI to 
unauthorized persons, such as mailing matenals conutning CB1 to the wrong submitter or  discussing CBI 
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at a public meeting (details are provided in Appendix E). No one has ever demonstrated that a n y  
competitive harm has mme to any submitter from the disclosure of CBI. I t  has been argued, both  by 
EPA staff and outside observers. that the degree of protection afforded to TSCA CBI is, in fact, 
disproportionate to the threat of wrongful disclosure. As noted below, €PA is exploring options to 
decrease unnecessary burdens on users of TSCA CBI. without lessening protection against realisric 
threats to CBI security. 

Safeguarding information subject to CBI claims imposes significant costs on EPA's Off~cc of 
Pollution Prevention and Tois ,  including staff efforts involved in-CBI security procedures, whether 
d i r d y  or by requiring nRlli efforts in processing information that is needed to perform regulatory 
review, as well as explicit expenditures for security, duplicative information systems ranging from P O  to 
mainframe mmputers, and extensive background investigations on individuals who must have CBI access 
to do their work 

It is difficult to quantify the costs to EPA of CBI security provisions, as many of the expenses 
entailed in maintaining CBI security are not accounted separately by OPPT. In addition to security staff, 
Document Control Officers, and Document Control Assistants within OPPT at EPA headquarters, staff 
in the regional EPA officts and EPA laboratories devote significant eflorts to ensuring the security of 
TSCA CBL No separate rental figures are available for office space used to provide CBI secure areas, 
nor is there separate accounting for CBI-approvad storage containers, special locks and electronic access 
control systems, or duplicate computer systems and computer security software. Neither is it possible to 
quantify the a t  of not being able to usc lawcwt grantee workers for tasks involving (=BL 

Mortovcr, CBI imposes significant changes in the work environment of OPPT staff. Routine work 
activities such as casual 'ballwaf discussions with colleagues, reviewing documents while riding the 
Metro to work, taking notes at meetings, or writing a memo on the common office word-processor 
become essentially imposJlbfe when CBI is involved. Instcad, discursions must be held (only with 
colleagues who have CBI clearances for the particular section of TSCA) in secure areas where there is 
no chance of being overheard, documents can be reviewed only in sccure environments, meeting notes 
themselves become CBI documents and must be logged and guarded under lock and key, and computen 
must have their memories and permanent storage medii over-written after processing CBI. Even 
typewriter ribbons must be secured until they a n  destroyd 

The intcmal cost savings that EPA could realize with rerpea to its regulatory efforts from Gtcrcased 
CBI claims under TSCA depend critically not only on the extent of any reduction in claims, but also on 
the patterns of reduction. An illustrative aample is provided by thc new chemicals (PMN) program. 
As has beea shown above, most PMN submissions entail multiple CBI dahs. It does not appear to bc 
unusual for a PMN to have half a dozen or more CBI daimc If each such document contained only a 
single claim (a reduction in total daims of more than 8096)' the document would stil l  have to be 
protected using procedures substantially similar to those that would apply without any demase in CBI 
claims. Only in the case where substantial numbers of PMN submissions were mire4 free of CBI claims 
would a reasonabk possibility d s t  for freeing staff and rcsou~ces from CBI procedures. 

The situation set& more hopeful in other program areas, where a smaller fraction of submissions 
are affected by CBI claims. In these programs, any substantial reduction in the proportion of 
submissions affected by CBI daims might enable the program to be run in a manner generally free of 
CBI considerations and consuainu; a small subset of program staff and faalities could address the 
limited number of CBI-tainted submissions. 

' 
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OPPT is Improving irr E f i i e n c y  in PrcK-erring CBI 

In addition to its efforts to reduce the amount of information for which invalid CBI claims are 
made, OPPT has initiated several efforts to increase the efficiency wvlth which 11 processes CBI material. 
and t h u s  reduce the burdens imposed by the need to safeguard CBI. For 'example, a pilot program is 
exploring the use of an optical disk information storage system that would enable OPPT staff to review 
submissions with fewer paper documents. This would both facilitate efforts to track access to CBI, and 
reduce the risk of inadvertent disclosure through misplacement of documents. OPPT is also negotiating 
with industry to have submitters prepare all of the copies of CBI documents that OPPT requires for its 
review process., This would reduce the equipment and staff costs involved in assuring security while 
copying CBI materials. 

EPA is expioring possibilities for reducing CBI security procedures that do not provide meaningful 
protection against realistic threats of CBI disclosure. For example, encryption of data exchange lines for 
Local Area Networks (LANs)  contained entirely within space controlled by EPA may not be required, 
even if such data lines pass through areas that have not been designated as CBI secure areas; the 
protection provided by dedicated electrical conduits is considered sufficien e threat of an intruder 
being able enter EPAcontrolled space, tap into such data lines, and obtai ningful disclosures of 
CBI, is simply not a realistic one. 

changes in its procedures that would facilitate granting employees and 
submitted under several sections of the law. While the Polaroid 

ccess to ?sCA CBI be granted on a section-by-section basis, the nature of 
contractors 

invohrad in administering OPPT regulatory programs is such that most staff will 
require access to information submitted under multiple sections of 'ISCA For example, a routine 

of 8(e) and FYI submissions for risk-relevant 
iniilar to @e PMN compound. Prcxjedu 

administrative overhead. 

peraptions regarding both the proportio 
claims that are h a l i d  under TSCA and the impacts of such invalid claims on EPA's effettiveness in 

claims were a serious problem, with a number of 
ined that CBI requirements were *Fling as a scapegoat 

Interviewees also expressed a wide variety of vim on the extent 
titutional culture of EPA, as opposcd to being required by the 

and oonscquenccs of invalid CB 
Those involved in fie 

ures IO ensure the security of 
legitimate, and YO minimize the adverse imp 

acccss to CBI in order to rcvicw h e  risk 
ider the number of claims excessive, and to relate c a y  of 
Their vim were shared IO a considerable extent by OPPT staff 

ta lm other federal agencies, state mmcnts, and the lpublic 

ns existed concerned the 1utilit.f of generic information 
information was clairned1a.s CBZ. To some1 extent chis 
lso reflected the quality of the generic info'rmation 
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supplied. For example, a number of interviewees (although not all) indicated that adequate generic 
chemical identity ir mation would be almost as useful as specific chemical identities that are generally 
covered by CBI CIT however, almost all indicated that the generic chemical identity information 
currently supplied most submitters was essentially useless. A significant number of interview- 
indicated that for uara on environmental releases, production volumes, and other exposure-relevant 
information, orderef-magnitude range estimates might be nearly as useful as precise values. 

As noted above, the available evidence indicates that many CBI claims were invalid at the time they 
were asserted. A somewhat different problem is presented by claims that were legitimate at the time 
they were asserted, but that have been rendered invalid by subsequent events. There was a widespread 
consensus among interviewees that this description might apply to a significant fraction of the material 
being Safeguarded as%BI by EPA Although opirrionsdiffertd.rtgardmglheextent towhich one could 
establish, u priori, a sunset or limitations provision for such claims, there was wnscnsus that many CBI 
claims would be dropped if there were an ongoing COSt to asSeXthg the c l a b  

Availability of Data Outside OPPT 

Over the life of TSCA, there have been repeated criticisms of the fact that much of the data 
collected under the Act are unavailable outside of OPPT. The TSCA regulatory process has been 
denounced as being closed to effective outside scrutiny. Thus neither the public at large, nor relevant 
interest groups, have confidence in the TSCA regulatory pmces. One indicator of this level of 
dissatisfaction with TSCA was the public protest that accompanied EPA's attempt to wmmemorate the 
tenth anniversary of TSCA's passage 

Another criticism of TSCA CBI is that it hampers the dissemination of important information that 
has been submitted to FPA under TSCA to regulatory authorities outside of EPA "he statute clearly 
provides for the provision of TSCA data to'olher federal officials for the purpose of protecting health 
and the environment or law enforcement ( W o n  14(a)(l)). However, the operating principle appears 
to bc that such officials will get such data only if they request it; they are not notified by EPA that 
information relevant to their duties has been submitted under TSCA Moreover, OPPT has betn 
insisting that such officials be explicitly issued CBI dcarance This criticism applies not only to other 
federal agencies, but also to other program offices within EPA 

Few of the EPA staff OUUW of OPPT have any familiarity with data available under 7SCA 
Moreovcr, k u s e  there are significant difficulties associated with obtaining CBI clearance and handling 
CBI data, even thosc EPA staff outside of OPPT who are aware of the data attempt to make use of 
them. This includes regional staff, enforcement officials, research scientists, and toxics regulators in the 
other program o m  

OrACrFadaolAgada 

Requcsts for TSCA CBI by federal offidib ourride of EPA appear to be limited This appears to 
represent two key faaon. Tht first is lack of bowkdgc that OPPT is in possession of the information. 
This was commented upon pMapal€y by OPPT staff. who noted that there were no mechanisms in place 
to fadlitate data passing on a routine bask l n t e r a ~  coordination groups, such as the one for 
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OSHA, NIOSHO, and EPA (ONE) address TSCA policy ISSU~S,  but do not serve as clearinghouses for 
distnbution of submlssions among the agencies. 

The second factor limiting access by other federal officials to TSCA CBI is the requirement that the 
officials receiving the information continue to give it the Same level of protection afforded by OPPT. As 
one OSHA official noted, some information would be entirely useless to his program if he were not in a 
position to disseminate it This official reported several attempts to obtain TSCA CBI, all of which were 
unsuccessful, because some of the information would be incorporated into a public document. In fact, 
this official would have been able to use generic or categorical reports, rather than the specific data that 
EPA had collected as CBI, but was unable to obtain such informatioa This official was particularly 
struck by the fact that OPPT staff appeared to be far more concerned with protecting CBI than with 
disseminating information that the statute enabled it to share, 

An official in another part of OSHA noted similar problems in obtaining 7SCA CBL In the course 
of a major rulemaking effort (promulgation of Pennissible Exposure Levels), this official sought 
exposure-related information possessed by OPPT. Although Severat OSHA staff members obtained 
clearances for a- to TSCA CBI, OSHA logistics precluded establishing facilities that met the security 
requirements for TSCA CBI within their offices. Accordingly, OSHA staff were only able to review 
TSCA CBI w i t h  the confines of the Confidential Business Information Center at EPA 

More importantly, in order to support its rulemaking efforts, OSHA deemed it necessary to publicly 
disclase exposure-related information, which would clearly have contravened the CBI proviiions of 
'TSGA. In the end, OSHA was forced to conduct an independent survy of a sample of 6,000 firms, in 
order to obtain data that were already in EPA's possessioa. The survey obtained a response rate of 
between 60 and 65 percent, leading the OSHA officials to conclude that a substantial fraction of the 
TSCA CBI thq  had sought was not, in fa- trade secret information Wig protected from disclosure. 
This finding is mnsistent with the COmPaFjSOns noted abovc, in whidh data that have been claimed CBI 
under TSCA have been made public in other contexts, and the fact that EPA's CBI challenge efforts 
have had such a high succlcss rate. 

A NOSH ofI5cial reported experiences similar to those of OSHA Like OSHA, NIOSH has been 
able to obtain IISCA CBI access for its staff, but thc differing security procedures for trade secrets under 

have prcdudcd NIOSH from taking possession of TSCA CBL NIOSH officials indicated 
that they obtained duplicative reporting from industry, using NIOSH trade secret provisions, of 
information that had been sobmitted to EPA as CBL In another case, serious conflicts with TSCA CBI 
provisions were avoided because NIOSH decided not to publish guidance documents. NIOSH would 
have been unable to public@ divulge the rationale for the guidance, because it was based on TSCA CBI. 

The NOSH official also noted a successful collaborative effon with P A ,  OSHA, and a chemical 
manufaaurer on a chemical that had baen the subject of an 8(e) notice to EPA Joint meeting of all 
parties enabled the various agencies, wirh the cmpafion ofthe m a n u f m ,  to achieve a mutually 
satisfactory butoomc However, the NOSH official noted that if the manufacturer had not been 
COopcrativC, NIOSH would have &ad serious difliculties in discharging its responsibilities. No mechanism 
is in p h a  to deal with such simatio~ a draft Memorandum of Understanding addressing such cases was 
apparently dropped when the specific situation was resolved. 

13 The National Institute of Occupational Safety and Health 
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State environmental programs are at  least as diverse as those of EPA As a resulr .  [hey have diverse 
needs for information on potentially toxic chemicals. With the exception of data on chemicals that are 
submitted io EPA prior to the introduction of the chemical into commerce, there is no reason to believe 
that any of the data collected under TSCA would be in any way less relevant to state environmental 
officials than to EPA staff. 

The statutory language of TSCA provides an explicit. and very limited, specification of the persons to 
whom TSCA CBI may be disclwed; state officials are clearly not among thosc covered. Recognizing 
these constrainu,.OP~.has.established alchemical Desk to attempt to meet the needs of state (and 
regional) offidah seeking information on chemicals. 

State officials provided a wide range of opinions regarding the extent to which their inability to 
obtain TSCA CBI impeded performance of their duties. Most indicated that they had not attempted to 
obtain TSCA CBI; some indicated that this reflected the fact that they did not necd the dam, while 
others indicated that they did not expect to rcaeivc the data they needed. 

Those state officials who indicated that they were satisfied with their ability to obtain information 
that OPPT holds as ?sCA CBI were primarily concerned with obtaining toxic hazard data in order to 
respond to accidental releases or spills of chemicals. Thy generally reported receiving the information 
as voluntary submissions from QlmpaDics to the responsible state health or  emergency response officials. 
Others noted that state laws provided a mechanism to obtain data amparable to that submitted to EPA 
under ?SCA It was noted as a source of potential concern, howcver, that state enforcement pmsonnei 
dealing with hazardous wasze or water dixhargcs, for example, would not be able to get this son of data. 
Officials were quite concerned that EPA might be setting environmental discharge conditions for 
chemicals at various fadlities, but not informing state officials responsible for monitoring discharges IO 

' the environment 

One State offidal exprssed extreme frustration over his attempts to obtain toxicity information and 
related data from hcallh and safety studies from OPPT. He indicated that OPPT staff were completely 
uncooperative with his requests for infomation, ating CBI requirements, despite the ha that his state's 
trade seaet provisions were as protective of amfideatiality as those for CBI under TSCA In the past, 
his state has presented data-sharing plans to Congressional oversight committees, although this effort was 
abandoned when TSCA reauthorization did not proceed. 

I 

E n v i m u n u d  Gnuw 
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Few attempts have apparently been made by public intenst organitations to obtain data submitted to 
EPA under TSCk Recofds of FOIA requats maintained by OPPT indicate that the overwhelming 
majority of such requests him mmc from chemical aompanies and law firnrs that frequently represcnt 

environmental group4 or from other concerned parties such as labor unions. OPPT has presumed, and 
there seems little mason to doubt. that the FOIA requests from chemical companies and their 
representatives probably represent an attempt to obtain information that would provide the requestor 
with a mmpetitivt advantage. 

I such companies Relatively few requests haw come from public interest organizations such as 

Representatives of several nationally prominent environmental groups related their experiences with 
TSCA and TSCA -1. Most-of thcse environmental groups indicated that they had never sought 
information submitted under ?sCA The comment was frequently made that TSCA played little role in 

I 

I any of their activities, particularly in comparison to the Clean Air Act (CAA), CIean Water Act (CWA), 
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concerns, but rather the  fact that EPA was not routinely distributing all of the non-CBI information in 
8(e) submissions to them, as the Agency apparently had in earlier years. Of greatest concern, however, 
was the lack of specific data covered by CBl claims, particularly the identification of specific chemic31 
identities, uses, or plant sites. This was judged key data to enable labor organizations 10 identify 
p'tential risks to their members. 

The labor organization officials, like the state government officials, did indicate that if they received 
information to alen them to a potential problem, they had means to obtain the data they required 
independent of TSCA These included specific provisions of collective bargaining agreements, threats of 
action before the National Labor Relations Board, and threats of adverse publicity. Only one case was 
identified-in-which-an attempt -was -made. to.obtain-CB1 from EPA In that case, the organization had 
learned that a panicular chemical had adverse health effm not reported on its Material Safety Data 
Sheet The union wanted to determine if the chemical had been included in the TSCA Inventory, but 
the data were denied, because the union could not establish a bu?zufidc intent to introduce the chemical 
into commerce. 

As noted in the popular press, EPA's regulations on asbestos have rectntly been remanded to the  
Agency, reflecting a judicial finding that the Agency's approach to regulation did not adequately consider 
less burdensome alternatives. Less widely known is the fact that asbestos was t h e w r  chemical, other 
than those specifically mentioned in statutory language, to be considered for regulatory action under 
XCA. 

Ten years ago, EPA required indusuy to report on uses of asbestos; large volumes of data have been 
entered into' a database., Such a large fraction of the data were claimed as CBI, however, that EPA has 
maintained the entire database as confidentiaL 

In the nearly fifteen years that thir regulatory effort has been under way, public participation has 
been minima& reflecting the fact that EPA has been unable to publicly release the analytical documents 
that support its regulatory decisions, particularly with regard to asbestos economics and potential 
substitute materials, This situatibn clearly illustrates the 'infcaious' nature of CBI, in that even 
governmentconduaed analyses that rely on CBI materials themschns become 
demonstrates the potential for -1 claims to have fundamental impacts on t 
precluding effective public ovenight. 

OPPT has recently initiated the 'Going Public' program, in an attempt to make its regulatory 
activities more aaxssible to, and better understood by, the public In many ways, this program offers the 
promise to mitigate, if not eliminate, some of the criticisms that have been made of TSCA over the past 
decade. OPPT staff charged with making public presentations, however, have noted that the Agency's 
own efforts to be open with regard to its regulatory activities arc being frustrated by CBI claims. A 
particular Case in point that was noted aonamed the attempt to place a meaningful RMll' summary in 
the public docket, for a chemical with very high aquatic toxicity, when the identity had been claimed as 
CBL The generic name provided for the compound was so generic as to be useless. Several OPPT Staff 

Under the OPPT 'going public' program, this represents an initial summary public report on actions 
taken by the EPA to control a chemical risk. 
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Safe Drinlung Water Act (SDWA), Comprehensive Enwronmenral Response. Compensat~on, and 
Liability Act (CERCU or Superfund), the Superfund Amendments and Reauthorization Act ( S A F U ) ,  
the Resource Conservation and Recovery Act (RCRA), and the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA). Interestingly, nearly every enwronmental group referred us io a single group, 
and a single individual wthin that group, as the person to dlscuss TSCA One'other group did have 
fairly extenswe expenence with the P M N  program, but only w t h  respect to biotechnology submssions. 
Another interviewee noted that it had, on one masion, requested data from a study of diomns in 104 
plants, and that OPPT staff had been instrumental in getting CBI claims attached to the study 
withdrawn. 

The environmental group involved in reviewing biotechnology has submitted a significant number of 
FOLA r q u a t s  to EPA regarding PMNs. ¶%e mtenri-noted that EPAsraff had -been*very 
cooperative, but that the nature of the FOIA procGss, coupled with the fact that EPA does not request 
substantiation of CBI claims on PMNs undl a FOIA request is received, meant that up to three years 
could pass before information needed to evaluate the PMN was rctxivtd. Meanwhile, EPA's review 
proctss had been completed, and in many cascs the environmental release of genetically engineered 
organisms had occurred Thus, the process precludes any effective outside oversight of EPA's decision- 
making proctss. The interviewee noted that in many cases, the PMN submitters had voluntarily supplied 
desired data to the environmental group, because it was in their interest to do so, in order to avoid 
adverse publicity. It was noted that there was, at present, no effective alternative to reliance on the 
cooperation of PMN submitters. 

The group (and individual) with the most TSCA experience, to whom all the other groups directed 
us, indicated that it had essentially dismissed TSCA as a meaningful environmental statute, unless 
significant changes were made in re-authorizing the A n  This group had had little involvement with 
TSCA since 1988 For this group, CBI was only one concern among many regarding the effectiveness of 
TSCk Othen include the fact that TSCA does not require even minimal safety testing for new 
chemicals entering commerce, leading EPA to rely on highly speculative structureactivity predictions, 
and, in partiCUlar, the susceptibility of ?sCA's 'U~tasoMblC risk' standard which is subject to a variety 
of distortions from 'oost-bencfit' analyses (€PA has recently encountered this problem itself, with respect 
to the remand of its asbestos rdemaking). 

Among the specific CBI concerns noted by this intenricwtx was the fact that the group could not 
provide meaningful public camment on EPA's proposed asbestos phascout rule (see below). It was also 
noted that EPA's decision to seek substantiation of CBI claims only after a FOIA request was received 
had kngthened the FOIA process to the point of ineffectiveness. 'he interviewe also noted that €PA 
had, in promulgating CBI regulations, given an extremely broad definition of acceptable CBI claims 
under Section M@). 

Discusious Wit& health and Saicty 086ciak in organized labor indicated that, as in the case of 
environmental group& little reliance had been placed on TSCA to supply the information needed to 
protect thcir members from rirb poscd by chemicak Unlike the environmentalists, howcvcr, laabor 
representatives oppcarcd to be more specifically oonccmed with information affected by TSCA CBI. In 
particular, each of the kbor officials focused on the 8(e) program as particularly beafing on the concerns 
of their members Some also indicated a oonczrn with PMN chemicak, including RdcD chcmicab, to 
which their members might be exposed. 

Each of the labor representatives commented that the publicly disseminated information from 8(e) 
submissions did not contain suf5aent information to be useful to them. In pan, this did not reflect CB1 
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chemicals, the United States (and the EPA) has primary responsibility for obtaining data on 20 
chemicals (9 Phase I and 11 Phase 11); the specific chemicals are listed in Appendix F. 

A second list of chemicals for which health and safety information is critical is represented by known 
human carcinogens. The Fifth Annual Repon on Carcitwguas CNTp 89-239), produced by the National 
Toxicology Program in 1989 (the most rectnt such report available at the time of the study), lists 11 
such chemicals or chemical classcs (also listed in Appendix F).' The fact that these chemicals are 
known to cause cancer in humans, while sufficient to identify them as being of great concern, does not 
indicate that they are adequately characterized for health risks. A great deal of additional information is 
needed to reliably predict risks from specific exposures. 

Both lists of chemicais were submittal to OPPT, requesting data on the total number of 8(e) and 
8(d) submissions regarding the chemicals, as well as on CBI claims affecting these submissions. This 
information request only addresses a small subset of the data colleual by OPPT; consequently, it is 
possible that EPA has additional information on these chemicals beyond that which was r q u a t e d .  
While this information request could Eai to locate a significant fraction of the information on these 
chemic& in EPA's possession (both CBI and non-CBI), any information that was identified by this 
search request would be critical to assessing the risks posed by these chemicals. Moreover, this search 
focuses on submissions for which CBI chiins would be covered by the strict provisions of Section 140). 

EPA's search rexritved two Section we) submissions. one each for a circinogen (benzene) and a 
SIDS chemical (octamethyl cycloteuasiloxane). Neither of these had any associated CBI c l a i m  More 
strikingly, the search produced 60 W o n  8(d) submissions concerning five of these chemicals, two 
carcinogens (asbestas and benzidine) and three SDS chemicals (octamethyl cyciotetrasiloxanc, methyl 
ethyl ketone, and methyl isobutyl ketone). 

submissions. For three of thest, all key data fields were 
three 8(d) submissions, oll of which had all key data fields 
iloxane, there were 30 8(d) submissions, three of which had 

for all fields For methyl ethyl ketone, there were 19 
ne of the three submissions on methyl isobutyl ketone 

contained CBI claims. 

It is notable that for a list of only 31 chemicals with high priority data nttds, EPA was already in 
possession of health and safety data submitted under Section S(d) on five. If this success rate applied to 
all 147 SIDS chemicals, one would predict that EPA had health and safety data on more than 20 
chemids. M o m r ,  the Agcnq rccdvcd swcral submissions on most of these chemiorls, and fully 30 
srtbmissions ou one Although thc majority of the Seaion 8(6) information held by EPA on these 
chemicals is not covered by CBI claims, a signi6cant fraction (nearly a fifth of the submissions; is. This 
indicates that CBI claims on health and safety studies. many of which appear to apply to material 
acluded from CBI protection under Section 14@) of 1s- are preventing EPA from disseminating 
dam for which the international community has identified a pressing necd. 

* HeBvalent chromium is one identified human carcinogen; this represents chromium in a particular 
valence State, rather than a specific chemical compound. The report lists six hexavalent chromium 
compounds as being of particular importance 
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expressed the view that being forced to present such incomplete information fo the public was damaging 
to their scientific credibility. 

The interviews conducted for this study dearly indicate that CBI concerns have limited the 
effectiveness of TSCA as a means of disseminating information on the risks posed by chemicals in 
commerce. ?be inteniews do not indicate a crisis in the availability of TSCA CBI outside of EPA, 
priman& because the organitations contacted had urdcpurdcnr means of obtaining the data that they 
sought. The ability of thcse organizations to obtain, by other means, information that is held as CBI 
under TSCA suggests that EPA is protecting this information unntcessarily. In some of the cases 
discussed above, the information was made publicly available, indicating that it was not, in fan, CBI. In 
other casu, the more stringent security prwisions provided for ?scA CBI, relative to the trade secret 
provisions of the Occupational Safety and Health Act, various state laws, or even voluntary 
confidentiality agreements, appear to provide more protection than is deemed ncasary by the 
submitters of the data. Morewer, these distinctions between the security provisions of TSCA CBI and 
those of other legal authorities have lead to an increased burden on industry, in the form of duplicative 
data submissions. 

However, while state and federal agencies and organized labor do appear to have a c e s  to 
considerable amounts of data classified as CBI under 'ISCA, thy stiU indicated concerns regarding the 
reliability of t h e  alternative means of obtaining CBL Thcy also noted the possibility that they simply 
were not becoming aware of data submitted under 'ISCA that would be of critical ancem to them if 
t h y  knew of its existence. 

Fully, it should be noted that the general public doct not have thesc alternative means of obtaining 
access to information that is claimed as CBI under IIsck This is of concern not only as it relates to 
the intent of &e framers of TSCA, but also as it may bavc an adverse impact on =A's credibility in 
regulating risk under its TSCA authority. 

Missed Omortunitits 

Another approach to determining whether CBI claims under TSCA are interfering with the 
dissemination of information that is nadcd to prom human health and the environment is to compare 
data held by EPA as CBI -de$ 'ISCA with key data needs identi6ed by EPA and other authorities. 
This study identilied two sets of chemicals with such critical data n e ,  reports mre requested from 
EPA both on relevant data submitted under TSCA and on the extent to which such data is affected by 
CBI claims. 

One of these sets of chemicals wmes from the SIDS (Screening Information Data Set) list of 
chemicals compikd by the Organization for Economic Cooperation and Development (OECD). The 
EPA represents the United States on the r e lmnt  OECD Working Group. These 147 chemicals (53 in 
Phase I and 94 in Phase rr) were selected by OECD because: 

1. Each is prodad in an OECD member country in quantities aceeding 1 0  metric t onne  per 

2 There is little or no available safety data for cach chemical. 
ytar, and 

/ 

The p a l  of OECD is to oolltct and/or generate data on risks to human health and the environment 
posed by cach of these chemicals, so as to assess their risks by the end of 1993. Of this list of 147 
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SntaTEGlES FOR REDUCING TIiE IMPACrsiOF INAPPROPRIATE Cl31 CLiI.1.I.S 
I 

The language of the Toxic Substanas Control Act allows broad classes of information to be claimed 
as CBI. and placcs the burden on EPA to challenge invalid claims, even those that appear to direcrly 
contradict statutory limitations. In order to issue and sustain such challenges, EPA must go through a 
series of rime consuming and labor intensive steps. This inherent bias of ECA,  favoring the protection 
of innlid claims over the risk of disclosing truly confidential information can only be fully addressed by 
Congress. 

While EPA has some administrative discretion under 'ISCA, any attempt to use it to reduce the 
number of u ~ a r s ~ a r y  CBI claims on submitted information must confront the bias of the current 
statute in favor of the CBI daimant. --For *submTssiops lhatdo-not-quam- 8s-haaith -and.aafety.studies 
covered by Section 14@), any information deemed confidential by the submitter must be individually 
challenged, a condition that contrasts markedly with the trade scc~ct provisions of more recent statutes. 
Thus, for any such claim, EPA must at least noti6 the submitter that it intends to deny a CBI claim, 
and consider attempts by the submitter to substantiate the claim. While it can be argued that EPA has, 
until recently, made it easier than necessary for submitters to assert CBI claims, it remains true that 
when EPA challenges a CBI claim, it must match or exceed the efforts expended by the submitter in 
defending the ciaim. Under the current statutory language, the ability of industry to generate 
meaningless or boilerplate 'substantiation' will always exceed EPA's ability to review such materials. 

Coneruslonal Options 

. One of the most direct approaches to resolving the imbalance produced by the current statutory 
rquiremcnt for EPA to consider each individual CBI chim, regardless of merit, would be to grant EPA 
the authority to make class determinations of what will and will not be accepted as CBI and/or the 
nature of the substantiation that is required for diPfefent types of data. This would enable the Agency to 
preclude frivolous or clearly invalid claims at the time of submission. Without such authority, EPA is 
relegated to chipping away at the deluge of CBI claims with a Series of narrow ad-hoc actions to 
declassify information after the fact. To the m e n t  that Congress has not provided explicit statutory 
guidance, EPA would presumably make its own chss determinations with notice and wmment 

As noted above in the comparison between reporting under TSCA and EPcRk the stringent 
rcquirements for asserting trade secret claims under EPCRA have lead to a much lower claim rate than 
that seen for TSCA CBL and have not caused submitters to be harmed by disclosure of truly confidential 
infomiation. The key distinguishing features of EPCRA are: . 

Siknificant Penalties for'Falsc Claims 

'Up-front' substantiation (ic at the time a claim is asserted) 
Signed by High Lmel OpIicial 

A narrow definition of allowable claims, witb a requirement for disclosure of generic infomation 
on claimed information (so the public knows what is  covered by confidentiality claims). 
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EXCESSIVE CBI FRUSTRATES THE INTENT OF TSCA 

The legislative history of TSCA presented earlier in this report, and the statutory language of 
Section 14@), make.jt,quite clear that Congress intended to limit CBI claims with respect to information 
bearing on health and safety concerns. Until very recently, EPA practices provided CBI protection as a 
matter of coune, rather than routinely reviewing claims to ensure that they a u l d  be substantiated. 
Indeed, entire classes of data that appear to be denied protection under statutory language have been 
treated as CBI. With the exception of the recently initiated proctss for reviewing 8(d) and 8(e) claims, 
the only meaningful check on CBI daims is the goodwill of submitters. 

Vast amounts of data a x e r e d  by CBI claims have been collected by EPA over the past decade. As 
indicated both by =A's recently initiated challenge effort and by comparison to reponing under other 
statutes, many of these 'CBI daimsappear-to-bc*iwaiid nis-hugsqtsati ty -of,CBLdata.has imposed 
significant transaction costs upon EPA 

Attempts to find persons or organkations outside of OPPT that are making any significant use of 
?SCA data have proven unsucocssfuL Most individuals, inside and outside of government, who indicated 
that they had attempted to obtain TSCA data [rom OPPT noted that they had been frustrated in their 
efforts. It is reasonable to conclude that the (realistic) perception that it is difficult to obtain data that 
have been submitted to EPA under TSCA is a significant factor in the failure of TSCA to serve as a 
means of disseminating information on the risk posed by toxic chemiolb. Some of the data held as CBI 
by EPA are necdcd to meet pressing demands for health and safety information on chemicals with high 
exposure potential. 

The lack of access to 'IS- CBI outside of OPPT has potentially detrimental effects on public 
health and safety in several ways. Fit, there is no way for the outside scientific community to review 
the risk assessment decisions made within OfPT. While there is no reaSOn to doubt the competence of 
OPPT Scientists, limited data access resultsin limited review. As an example, the stritaure-aaivity 
prediction methods used by OPPT scientists depend to a significant extent upon CBI data; they therefore 
can not be furry evaluated by outside scientists. Neither can an outside organization elect to test OPPT 
hazard and risk predictions, because the information nca!cd to stla appropriate chemicals and toxicity 
testing methods is a m r e d  by CBI claims. 

Other organizations, inside and outside of government, that could play a significant role in reducing 
exposures to and risks from toxic chemicals, do not rtctivc relcvant information from OPPT. Thus. 
OSHA is not provided with information in a form it wuld use for promulgating worker protection 
standards, and labor unions are unable to warn their membas or to raise toxiaty conctm in the context 
of wllcctirt bargaining. Consumer and environmental groups arc not able to address specific toxic 
chemicals to which may threaten human health or the environment 

current procedures for implementing 'ISCA CBI havc not provided, to the individual citk.cn, 
. in Senator "s wrds: 'the right to know w h ~  is in store as far as the toxicity of chemicals is 

concerned' 
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Such an  approach, under *tion 14@) of the curr&t ' s t a h ,  w o d d  enable EPA to release much of 
the information of greatest interest to other agenaes (federal and state) and the publlc, namely rlsk- 
related information dLecf!y associated w t h  a speclfic chemical. It is possible that industry would respond 
with blanket assertions that chemical identity reveals processes. In this case, EPA would need 
knowledgeable technical staff in numbers sufficient to counter such a paper onslaught. EPA remains 
under obtigation to not@ the submitter individually in advance of CBI disclosure, if the submitter 
responds to a request for substantiation. 

ETA could take a similar stand with regard to other categoria of information that it does not 
believe to be entitled to protection as CBL In addition, it would be wise to identify those additional 
classes of data which have a significant probability Of not being sustainable as CBI (cg. the identity of a 
chemical no .longer-produced--by.- thesubmitter or aposures  ms-cbcmical..more^than-fiYe. years .ago.) 

While development of such a framework may take some effort on the part of OPPT, such a 
framework can be used by the Agency as part of any discussions with industry (see below), to guide 
challenges by the staff, and develop other policies (cg. fees [see below]). Moreover, EPA should be 
prepared with such a policy viewpoint should Congress decide to make some class determinations on a 
statutory basis. 

'JmBontrg 

Through programs such as 33/50 and the Air Toxics Voluntary Reductions Program, EPA has 
demonstrated the potential for effective voluntary actions on the part of industry. Industry groups have 
also made public statements of commitment to meaningful disdosure, such as CMA's Responsible Care 
Program. This would lead one to npca that reasonable requests by the Agency to minimize 
unntcfssary CBI claims arc likely to be given serious consideration. If such public commitments could 
be obtained from industry, there are strong incentives for the regulated community to abide by them. 

Experience to date indicates that, to be most effective, such 'jawboning' efforts would need to be 
conducted at a high leveL Like the aforementioned programs seeking voluntary actions by industry, 
efforts to obtain voluntary reduaions in CBI claims should probably be well publicized by the Agency 
and coopcrating industries. An open question is whether incentives for industry cooperation, such as the 
han t iVt  to reduce emissions provided by the public dissemination of TRI emissions data, d i t  for 
exctssivc CBI claims. 

As noted above, the federal government has statutory authority to seck either civil or niminal 
penalties against persons wfio knowingly submit false inforznatioa EPA has never yet sought any 
penaltics for the submission of M d  CBI claim& no matter how ~giously inappropriate. Selective 
proseattionS, well pabticizcd, wuld increase tbe perceived aksu of submitting invalid CBI claims. This 
approad! aould also be used to 'backrtop' other mitiatives to induce more appropriate CBI claim 
behavior. & 8 tad to faditate this procty. U A  could require CBI daimants to sign certification 
statements regarding the aocuraq of infonnrtroa submitted in support of CBI claims. 

This approach does not address Iegitimau drugccmcnts, such as a situation in which the statements 
made in support of the dah arc true. and yet tbc claim is not valid under the statute (eg. 
disagretments ovcr whether or not a given data set represents a health and safety study). Addressing 
these s&uations requires EPA to provide clearer spcclfiaions of legitimate and invalid claims. Also, 
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Aufhhorire Shanng of TSCA CBI wQh Srclre G o v e r n a s  

The current statutory language of TSCA clearly does not provide for the sharing of CBI with 
officials of stale governments, but only with other federal officials. A modification of TSCA to permit 
such sharing would address the needs of one critical group of potential &IS of TSCA data for whom 
access is currently precluded. Providing state government officials with aoctss to TSCA CBI would 
presumably enable them to a a  to mntrol potential risks from chemicals subject to TSCA reporting, 
using their authorities under state law. This would provide the public with another line of defense 
against such risb. As state officials are fully as capable as EPA of protecting trade m e t  information, 
no threat to the security of legitimately confidential information would arise. In itself, this modification 
of TSCA would not do anything to reduce excessive CBI claims, but could mitigate their impacrs. The 
experiences. reported .above regarding.Funent.Qta.sharing  between EPA. and. ather. federa1.agencie-s 
suggest that, in order to be effective, procedures for data sharing should incorporate routine notifiation 
of both state and federal officials that EPA is in pc#sesston of poten* relevant data 

Establirh Additional Guidoncv 

EPA would be helped by as much Congressional guidance or spedkation as possible of the types of 
information that could, and muld not, legitimately be claimed as CBI in submissions under ?sCA 
Congress could also, independentlyD provide further specifications to EPA of the conditions under which 
a potentially -lid claim would, or would not, be acceptable. For example, Congress could explicitly 
incorporate 'sunset' provisions on CBI claims, or spec@ routine periods for re-substantiation of claims. 
AlternativelyD the language of Seaion 140) could be amended to make it absolutely explicit that CBI 
claims could not be asserted on chemical identity in such submissions. Such specific statutory language 
would preclude possibly extended rulemaking procedures and judicial confrontations over class 
determinations proposed by EPA 

EPA O D ~ ~ O ~ S  Whether or Not Conmess Acts 

EPA does have alternative available to it to limit inappropriate CBI claims, which would 
supplement Congressional aRioa These actions by EPA would also have some salu?aq effects wen  in 
the absence of Congressional action. 

\ 

Whether or not there is any change in statutory authority, EPA would be wise to clearly specify 
thost classes of information that it believes do not mect arrent TSCA niteria for oonfidcnriality. For 
aample, as n o d  above, OPPT legal analysts have determined tbat much of the information received by 
EPA is subjca to the stria limitations on CBI claims enumerated by Section 140) of ?sCA ?he 
Agency auld either endone or reject this anatysis. 

Lc it so decided, EPA could simply put submitten on notice (perhaps via the F&d Regum) that 
henceforth it would be emptoying the broad definition of health and safety studies specified in the law 
and rcgulations, and reSVining CBI claims on those studies to the specific typcs of information 
permitted under the statutory language of Seaion 14@). This arould eliminate a substantial fraction of 
thc claims documented in p r d i n g  sections of this report OPPT attorneys have pointed out that the 
decision in Teic/t vs. FDA is s u p p o n k  of this son of action by a regulatory agency. 
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establish such a requirement would require EPA to go dh'rough a difficult, polentially time consuming,  
and uncertain rulemalung process. 

Moreover, this policy would only be effective to the enent that EPA could muter  the staff resources 
to review a meaningful set of substantiation documents. & OPPT staff have noted, challenging a claim 
is a labor-intensive prouxs. Submitters can be expected to provide meaningful substantiation of their 
CBI claims only to the extent that there is a realistic expectation that their substantiation materials will 
be reviewed. It may or may not be possible to implement a selective, yet unpredictable, review process. 
in a manner analogous to IRS audits. 

There was a widespread consensus among persons contacted in this study that many data elements 
for which a Vaiid CBI claim had been asserted would not require CBI protection at some later date. 
There was far less co~~sensus regarding the feasibility of developing a workable 'sunset' provision for 
such claims. This approach provides the benefit of the doubt for submissions where there is a prima 
facie case that CBI protection is warranted (cg. on new chemicals not yet marketed), and is explicitly 
supported by Executive Order 12600 (June 23, 1987). for information submitted after January 1. 1988. A 
key advantage of this approach, if it can be made to apply to earlier submissions, is that it would 
auromaficaffy eliminate EPA's CBI backlog, unlike many other alternatives. However, requirements to 
provide individual notice prior to revealing material claimed as CBI make it difficult to institute sunset 
provisions without statutory change. 

EPA might have better sucetss with periodic re-substantiation, which allows submitters to maintain 
CBI claims as needed, but drops protection for those that are no longer substantiated. EPA's Office of 
General Counsel has determined that whentvcr a business has failed to furnish amments  in response to 
a request for substantiation by the specified due date, the information awcred by the CBI claim can be 
made public by OPPT without any further notice to the submitter or approval by OGC (Class 
Determination l#). This would appear to pmvide the necessary basis for a comparatively automatic 
declassification system. As in the case of pesticide re-registrations under FIFRA, submitters would have 
to make a positive effort (if only the submission of routine substantiation materials) to maintain their 
CBI: claims This is a relatively small wst  to maintain thcse claims. 

Fees for TSCA CBI rlaimc represent another mechanism to disaouragc unnecessary claims by 
 imposing^ costs on the submitter. In this case, the asts imposcd would be direct, rather than in terms of 
increased effort or risk of ~ptnalty. me particular fee imposed could be selected to reflect EPA's degree 
of interest in public dissemination of the data, or the strength of the statutory prejudice against a 
particular class of daim. 

This is one of the simplest mechanisms for imposing costs for frivolous submissions, and may 
motivate the revitW of CBI claims by corporate management (mu& as the economic losses represented 
by T R I  emissions Seem to have lead to a dccompartmentaliration of corporate evaluations). If treated 
as a special 'user f-' which seems entirely reasonable, this could also help to provide OPPT with the 
rcsouras nccdcd to review CB1 claims and safeguard legitimate CBL EPA's sucoess in instituting a 
PMN proctssing fee scems to offer promise that this could be implemented without excessive difficulty. 
Open issues invoivc the question of whether a Ice structure could be devised that is both effective and 
considered reasonable by submitters. 



adding a certification starement section to reporting forms will involve a possibly extensive review 
process. 

As noted above, OPPT is afrtady taking steps to decrease the administrative burdens imposed on 11 
by CBI requirements. Many of these address internal EPA costs, but would not provide for greater 
a m  to data outside of OPPT. One avenue to approach would be memoranda of understanding with 
other federal agencies to facilitate data sharing. 

EPA Options if Conmess Does Not Ad 

If Congress does not amend TSCA, there are additional actions that EPA could take to further 
discourage invalid CBI claims. Most of these would be superseded by the statutory changes discussed 
above. 

One suggestion for increasing the incentives for submitters to assen as few CBI claims' as possible is 
for €PA to publish a 'report card' indicating for each submitter the number of submissions, the number 
of CBI claims, and perhaps the number of challenges issued on these claims. The idea is that companies 
making few claims would be rcwafded by public acknowledgement of their openness, and public pressure 
would incline submitters to reveal as much information as possible. "his reasoning anticipates effects 
that parallel tha% that have been obscmd. in chemical industry behavior as a consequence of the public 
release of TRI data. It is dot dear that this represents a strong incentive. 

As noted abovt, when specific information is claimed as CBI, it is often possible to obtain generic 
information regarding the same data elements. The quality of such generic information obtained thus far 
has been called into question (see Appendix B). EPA could further strengthen such generic reporting be 
analyring its databases and reponingaggrcgated data in a fonn that would obscure spccific CBI data 
elements. Such an approach dots not rely on any changes in submitter behavior, but is entirely within 
EPA contmL However, it has beta forcefully argued that generic information is inadequate for many 
pu'poses, and some haw questioned the ability of data aggregation techniques to adequately protect CBI 
when only a Limited number of submissions have been reaived. 

While both statutory and regulatory language appear to place the burden of substantiating CBI 
claims on the submitter, the onus is on EPA to chalkngc claims and/or demand substantiation. Under 
most of the reporting provirions of TXA, EPA has not asked companies to substantiate CBI claims 
upon submission. That, companies have becn free to make broad claims, and EPA has had to employ a 
post-facto challenge procen, as with 8(d) and we) submissions. The one exception was for new chemical 
Premanuhaure Notifications under the interim reponing requirements in effect until 1983. After the 
removal of this requirement, the amount of CBI submissions increased significantly. Experience with 
EPCRA also suggests that upfront substantiation requirements can reduce confidentiality claims. To re- 
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All available administrative options to d F u t a g e  the assertion of invalid CBI claims are likely to 
impose significant costs on OPF'T, at least in t h e  short term. Any change from current policies, even 
those that require no change from published regulations, seems likely to encounter inertia. if not 
hostility, on the part of submitters. The current policy of leniency regarding CBI claims. notwithstanding 
fairly strict regulatory language, appears to have been in effect almost from TSCA's inception. Thus, no 
change in policy seems likely to succeed unless i t  is accompanied by a corresponding effort to review and 
challenge CBI claim. Once submitters become accustomed to revised procedures, it may be possible to 
reduce the resources allocated to challenging invalid claims. 

11 

A first pnonty wourd appear to be the need to clarify the implementation of Section 140)  of TSCA, 
through the explicit specification of guidelines (and perhaps clarification of regulatory or statutory 
language) regarding information that the Agency will treat as a health and safety study subject to that 
section. -Bemuse much of. the-data- of-greatest ptentiaE-use outside-the Agency represent submissions 
that appear to fall under this section, strict enforcement of the limitations on CBI claims under Section 
14@) might eliminate a signScant number of negative wnsequenas of invalid claims. A firm stand on 
these statutory limitations to CBI claims would appear to offer greater promise than more general 
attempts to impose costs for submitting invalid claims. This option may or may not require formal 
rulemaking; an explicit statutory clarification could greatly facilitate this revision. If necessitated by 
continuing submissions of large numbers of excluded claims, this policy could be backed by penalty 
provisions (which appear to require the promulgation of new rule(s)). I 

EPA appears to have numerous options to discourage invalid or frivolous CBI claims in the future. 
While some of these require neither regulatory nor legislative action, all entail significant expenditure of 
resources. Reducing the flow of invalid CBI claims wil l  not, hawever, address the problem of claims 
submitted in the past Data have been accumulating in EPA filu for more than a dtdade. In order to 
address these data, EPA faces a truly massive commitment of effort to review and thallenge activities. It 
may lack the resources to make such a commitment The declassification of th ta might be more 
effectively pursued through expliat legislative language in a reauthorization of TS 

I 
I 
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CONCLUSIONS 

A vast amount of information has been submitted to EPA under TSCA since the compilation of the 
original TSCA Inventory. A significant fraction of this infomation (50 percent or more) has been 
subject to CBI claims. The proportion of data submitted under TSCA that is covered by CBI claims is 
much greater than that for data submitted under other statutes that collect comparable information, but 
impose more stringent requirements for asserting confidentiality claims. 

While it is impossible to establish the validity of any individual CBI claim without examining the 
materials provided to substantiate that claim, all available evidence supports the proposition that much 
of the information covered by CBI claims is not legitimately entitled to protection as TSCA CBI. 

0 For those cases in which a direct comparison cm be made to substantially identical information 
reported under ?sCA and under EPCRA, the CBI claim rate under TSCA is af f e a r  10 times 
higher than the rate of trade secret ciaims under EPCRA; more probably, the claim rate is more 
than a thousand times higher under TSCA 

In thosc cases where EPA has had the resources to evaluate individual CBI claims, it has 
determined that a significant h a i o n  of the submissions (up to 50 percent or more of Section 
8(e) filings) contained invalid CBI claims. When submitters of these claims were challenged, 
EPA prevailed in every case. 

Legal analyses by OPPT attorneys indicate that EPA has historically accepted CBI claims on 
data elements that me not cntitlcd to prorection as CBI under the statutory language of Section 
14@) of TSCA. Existing regulatory language, as well: as the statute and the legislative history, 
supports this analysis. 

Under existing procedures, EPA has no effective control on invalid or men frivolous claims, with the 
single exception of the recently initiated program to review 8(d) and 8(e) submissions. Currently 
available staff resources do not permit any si@cant expansion of this program, and anticipated 
incrcasc~ in 8(e) submissions may acted available resources. EPA practices for safeguarding CBI have 
effectively prevented damage to submitters from disclosure, but €PA appears to be providing protection 
to a considerabIe body of data that is not entitled to such protection; thus resources that could be 
applied to the protection of legitimate trade w e t  information are presumably being diverted for the 
protection of frivolous claims. Notification provisions in the statute further complicate the process of 
disclosing data that have been inappropriately claimed to be CBL Because EPA’s ability to winnow valid 
CBI claims from frivolous claims, once the claim has been assert4 is timited, EPA may wish to 
concentrate its resources on devising means of discouraging the submission of invalid CBI claims. 

In addition to the costs imposed by invalid CBI claims on OPFT internal functioning, the data 
covered by invaLid CBI claims nprcsent a valuable resource that could further the purpose of TSCA if 
they a u l d  be more widely dwrninated. Wider dissemination of this information would fulfill TSCA’s 
intent of allowing the public to make informed decisions regarding chemical risks, and allowing market 
foxes to remove unneocyady risky chemicals from commerce Public interest groups, other federal 
agencies, and state governments have all indrcated that TSCA data could be very useful in their efforts 
to protect human health and the environment, i f  nor protected by CBI claims. TSCA data could 
represent a major information source to impr0.e !he scientific foundations of toxicology and risk 
assessment Lastly, EPA’s own efforts to makc tu decisions more comprehensible to the public would 
also be considerably facilitated by the removal o f  1nv3lrd CBI claims that obscure the reasoning 
underlying Agency actions. 
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PMN Submissions - Chemical Identity Claimed as CBI 
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3000 : 
! I  

2500 

ZOO0 

ls00 

loo0 

500 

C 

I 

1 - . - 
j 1 

I , 

I’ 1- --- - -- - 

1979 1980 1981 1982 1983 1984 1985 1986 1987 1988 1989 1990 

100% 

90% 

80% 

70% 

60% 

50% 

4096 

30% 

2096 

10% 

1985 1386 1 987 1988 1989 1990 1979- 1983 1 984 
1982 

NOTE. For 19791982 and 1983. pfCamagM V be ImPfwlM 

.i - ,  
* .  

FIGURE 1 



Polymer Exemption Submissions - Overall CBI Claims 
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Low Volume Exemption Submissions - Overall CBI Claims 
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Bona Fide Submissions - Overall CBI Claims 
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8 ( e )  Submissions - Overall CBI Claims 
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FYI Submiss ions  - Overall CB1 Claims 

250 

200 

150 

100 

50 

0 

1 
1 
1 

1977 1978 979 1980 981 1982 1983 1384 1985 1986 1987 1988 1989 1990 

0 Non-CBI 1 

FIGURE 8 



Section 8(d) Submissions - Overall CBI Claims 
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Section 8(d) Submissions - Chemical Identity Claimed CBI 
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Section 4(c) Submissions - Overall CBI Claims 
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Section 6 Submissions - Overall CBI Claims 
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Table 1 

9580-7 
96493 
98428  
98873  
98884 

I 3 75.00% 24-Dtaminotoluene 2 1 4 

Styrene oxide 6 1 1 1 100.00% 
Cumene 115 13 15 5-  33.33% 
Benzal chloride 3 2 1 1 100.0096 
Benzoyl chloride 21 3) 3 2 66.67% 

1 OW1 4 

1-24 
1-7 
101 -77-9 

- 

Ethylbenzene 534 54 29 11 37.93% 

Benzylchloride 50 3 3 3 100.00% 
Styrene 1,138 45 15 7 46.67% 

4,4'-Methyenedia&e 30 8 9 6 66.67% 

I t 108-90-71 

1064C7 
1-7 
106-898 
10848-3 

11781-7 
11784-0 
120-82-1 
1-1-9 
126-998 
131-113 
615-054 

744036-0 
7664393 

1 I I I 

1 ,eDichlorobemene 23 6 6 5 . 83.33% 
1,2Sutylene oxide 2 2 0 0.00% 
Epichlorohydrin 79 6 3 1 33.33% 
Toluene 3.704 106 67 21 31.34% 

Dimethyl phthalate 
24-Diaminoanisde 

I I I t I I  

I I  TOTAL\ 13.164 I 4631 I 3021 1591 5265% 
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OmoNAL P O L L W O N  PR%M7ON ZNFORMAT70N 

To c l a m  vltonruoon &us -on LJ conhdennJ arcleor b m c k  the spenfic intomunon that YOU claim as codldenf lal  
b 

this -on you m y  provide idomation not reported elsewhere in tlus form regarding your 
efforts to reduce Or minimw potentid risks Usociated W& a&vlties surrounding 
rnanufactunng, p’ocpssi”& use and disposal of the PMN substance. Please indude new 
dormahon pertinent to pollution prevention, induding source reduction, recyding activities 
and safer processes or productr available due to the new chemical substance. Source reduction 
indudes the reduction in &e amount or toxicity of chemical wastes by technological 
modification, process and procedure modification, product reformulation, raw materials 
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APPENDIX B 
THE NEW CHEMICALS (PMN) PROGRAM 

When submitting a PMN, companies must provide such information as a structural diagram (if [he 
substanct can be represented by one), chemical name, CAS Registry Number (if available). and 
molecular formula Other information reponed includes the impurities anticipated to be present in the 
substancc, any known synonyms or trade names, the estimated maximum amount to be manufactured or 
imponed during the firet year of production and during any l tmontb period during the first thret years 
of production, and a description of the intended ategoria of use by function and appliatioa 
Additional information may be reponed depending on whether or not the site is controlled by the 
submitter. Such information would include spscific site information as well as a description of the 
operations involved in manufacture. processing and us!, worker npmure information, physical form of 
the new substana to which workers may be exposed, the number of worken and the duration of 
activitia, and information on release of the new substana to the environment (40 CFR 720.45). The 
submitter must also send any available test data related to the efftftt on health or the environment. 

Based on the information provided in the PMN form (set Appendix A), EPA must assess the risks 
to asartain if the chemical may or will pose an unreasonable risk to human health or the environment. 
EPA’s aytssment is highly dependent on the quality of information submitted. Even though it is EPAs 
responsibility to determine chemical risk, EPA cannot require manufacturers to perform testing of new 
chemicals u h s  it has made a determination that the chemical may or will posc an unreasonable tisk 
Based on the information received in the PMN, EPA has four options with regard to the substance. 

1. 

2 

3. 

4. 

It can do nothing and the chemical may be manufactured without restriction, subject to the 
manufacturer providing notie to EPA via a Notice of Commeaament. 

The Agency can issue a signillcant new use mle (SNUR) which requires manufacturers or 
proctsson to notify EPA in the future if they intend to process or produce a chemical for uses 
beyond those stated in the original PMN. The Significant New Use Notkc must be submitted 
90 days before commencing manufacture, impor&, of pmxssing of the chemical subtancc for the 
new use. 

Under Section S(e), EPA can itsue an rdmiobtrative order or obuin an injunaion to regulate 
the manufacture, processing, dismfbutlon, or dispod of the new substance peading the 
development of new infomation. seaion S(e) rmy be invoked only if EPA determints that the 
chemical moy pose an rtnreosonabk risk in that infonuation teccivcd in the PMN is insuflicieni 
to make (I 6nding with respect to its health or environmeaul eticcU 

If EPA finds that a chemical will pose an unreasonable risk it may act under section S(f) to 
limit or prohibit the chemicrl’s manufacture, tale. use, or dispoJlt 

Examination of OH Gencrk chcm ial N8me by EPA f40 CFR 72085 fN3u 

If the c h d a l  identity of a nw chernial is chimed as wn6dcatial, the submitter must provide a 
generic name at the time of the claim. EPA will examine the generic chemiczl name proposed by the 
submitter claiming confidentiality. Tbe generic name proposed by the submitter must be only as generic 
as necessary to protea the confidential identity of the particular chemical substanac. The name should 
revul the specific chemical identity to the manmum extent possible I€ EPA approyes of the generic 
name, i t  will be placed on the inventory. If the name IS more generic than neaessaxy to protect the 
confidential identity, EPA will notify the submitter mthin M days that funher consultation is ncaSSary. 
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PSIN Gtemptions 

Exemptions to the PMN process are made for polymers, chemiorls developed solely for rrse in 
research and development, and chemicals distributed solely for test marketing purposes. Substanas 
developed for test marketing may be exempted if there is a finding that the chemical in mmmerce %ill 
not present any unreasonable risk of injury to health or the environment...' (Section 5(h)(l)(A),(B)). - 

When a company is reporting a new chemical, it may exempt itself fram prc-manufacture notification 
requirementsif the particular chemical substance is not includtd in the public inventory but falls within 
one of the generic chemical names in the appendix entitled 'confidential identities.' The submitter may 
ask EPA whether the substance is on the inventory and EPA will provide the allswcr if the submitter 
has  a bo- Jidr intent to manufiaure the substance In order to aublish a bovro fidr intent to 
manufacture (40 CFR 710.7 (g)(2)) a specific chemicll subtmnce, the person proposing to manufacture 
this subsrancc must scbrnit to E P k  

1. A signed statement that the penon intends to manuhaure UJC tubsuacc for commercial 
P U r p o K s ;  

2 A description of the restarch and devclopmcnt activities he has conducted to date and the 
purposes for which the substance will be manufaam 

3. An elemental analysis; 

4. Either an X-ray dif&aaion pattern (for inorganic substances) or a mass specvum (for most other 
substances) of the particular chemical substance; 

5. A sample of the substana in its p u t a t  form, if quated;  

6. Any additional or altern?tivc spatfa, or other data that may be required to resolve uncertainties 
with respect to the identity of the chemial substance 

O n a  a bovrafidc intent has been determintd by EpA a cornpariton will be made between the 
generic substance Listed on the inventory and the substance being n d y  reported. If the amparison of 
the elemental a m i s  and either the X-ray dianaion patterns or mass or alternative spectra is 
sufficiently similar to be oonsbtent with I pruumptbn tbat the Chcmiul subsrmces arc the sank and 
comparison of any of the othcr submitted infonnatioa ail3rms thk, EPA will tell the submitter p r o p i n g  
to manufacture the particular &emid substance that the prticuhr chcmial substana: is included on 
the inventory and that p r e - " 1 3 ~ u r c  notice is not required (40 CFR 710.7 06)). If the comparison 
of either the X-my diihraioa patterns or the masti or alternative s p m 8  doa not p m  that the 
chemical suhstanm arc the ~ lp~e ,  and comparison of the othcr information rE[irms this mudusion, then 
pre-manuhawe no& it requinrl (40 CFR 710.7 (g)(6)), sins the substance is deemed not to be 
included on the imentory. 

A manufacturer my rlso apply for aa exemption for a new chemical (or category of chemicals) from 
all or part of the PHN requirema& This exemption may bt p t e d  under fcctiorr S(Ia)(4) if EPA 
determines that the use of this chemial in mmmerct will not present an 'unre;wnable risk of injury IO 
health of the envimnmcnt' section 5(h)(4) exemptions require formal rulemrking. 

I 

I 
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APPENDIX C 
REPORTING AND RECORD-KEEPING (SECTION 8) 

Seaion 8 of TsCA gives EPA the ability to collect information on existing chemicals (ic chemicals 
in commerce). Section 8(a) allowed EPA to promulgate rula under which chemical manufacturers are 
required to maintain records and report the following information (Secrion 8(a)(2)): 

the common orirade name, the chemical identity, and the molecular structure of each chemical 
substance; 

the categories or proposed categories of w; 

the total volume under existing ws with projected volumes for proposed uses; 

a description of the byproducu resulting from commercial chemical w, 

all existing data mncerning the environmental and health effects; 

arposure data; and, 

the manner of method of disposal and any change in the manner or  method of disposaL 

Claims of confidentiality are made according to the gencnl procedure. If the company fails to 
prwide a second (sanitized) copy of the notice, EPA notihes the submitter by artificd mail. The 
submitter must send the second wpy within 15 day of being notified; othcmisc, the confidentiality 
claimed is waived and the 6xst copy may k placed in the public 6le (40 CFR 704.7 (c)(4)). 

Other Chemical Information Rules (40 CFR 7121 

The chemical information rules as stated in 40 CFR 712 establish procbdurcs for chemical. 
manufac tum and proccsson 10 report production, use, and exposure-related information on listed 
chemical substanas Chemical substances, mixtura, and ategone of substances or mktures which have 
been rcuxnmendcd by the Interagency Tating Committee for mting consideration by the Agenq but 
not designated for Agcnq response within 12 months arc i n d a  for reporting under this rule, only to 
the Qncnt that the total number of designated and recDmmended chemic& does not QtQtcd 50 in any 
one year. Under the ehemial infonnrtion rules, any information reponed on the appropriate form may 
be chimed as Coniideatial, and subtantiation requiremenu are met by checking the appropriate boxes 
on the form. If no drim raxmpanies the inforu+ion 8t the time the form is submitted, it u placed in 
the public hle Without further notice (40 CFR 71215(c)). I 

Partial U*tlm of the I k t o n  D a h  Base 140 CFR 710 Submart B1 

The Mvter hentory Fllt u =A's comprehensive list of chcmicrl substanacs which constitutes the 
Chemical Substanccs Inventory compiled under seaion 80) of TSCA It includes chemical substances 
reponed under the initial inventory reponing requirements as well it stabtanca reponed under the pre- 
manufacture notifibtion program for which a Noiicc of Commencement of Manufacture or Import has 
been rectivcd The fint update for the I w 7  TSCA inventory occuntd in 1986. The next reponing 
period was 1990 and utbrequeat reporting periods mll occur at four year inteMb thereafter (40 CFR 
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710.33). Updated information m u 1  be reponed for chemiclls which do not fall into one of four broad 
classes: 

inorganic chemical substances; 

polymers; 

microorganisms; and, 

naturally occurring chemical substances. 
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APPENDIX D 
HAZARDOUS CHEMICALS IDENTIFIED UNDER THE ACT 

Once EPA finds that a chemical poses an unreasonable risk to human health or the environment, it 
has a variety of options under Section 6 to control the commercial use of that chemical. EPA may 
apply any of these options by rule 'to the w e n t  nectssary to protea adequately against such risk using 
the least burdensome requirements.' Among these options (summarized below) are some that require 
the public disseminationof risk-relevant information (emphasis added): 

prohibiting or limiting the commercial use of the chemical substance or mixture; 

prohibiting or limiting the commerdal we of the chemical substance or mixture for a particular 
use or for a particular use in a concentration in C](CCSS of a level specified by EPA; 

r e g  rhat siu c/tllmicol substance be lab& with dear and adequate warnings with respect to 
its use or  disposal; 

requiring that manufacturers of the substance make and retain records of the processes used to 
manufacture the substance and monitor and conduct tau which are necessary to assure 
compliance with any rule that EPA has promulgated, 

prohibiting or regulating any manner or method of disposal of the chemical substanoc, 

requiring manufaarm OT procuu~s of thc chanicol substance ar mipwr to pwidc notice of 
unreasonable risk of injury to anyone who may come in coma with the chemical substance, to 
give pub& notice of such risk, and to replace or repurchase the chemical substance or mixture, 
whichever is chosen by the person to which Ws requirement is directed. 

Asbestos 

By rule, EPA requires repomg by persoas who manufaaun, import, or process asbestos and 
asbestosantaining producu. Merent reporting requirements uc imposed depending on the person's 
activity. Manufacturers, importers, and proccsson of commercial and industrial asbestos fiber must 
report quantity, ose, and exposon informatioa Importen of mixtures and articles containing asbestos 
and proccuon of osbestas mixtum rlro report to EPA in two pb+# (40 CFR 763.60 (a)). Thy 
initially must repon limited information about proassing or impomtio~~ Some must subsequently 
report additioaal information if they arc xleaed as respondents i0 a sample s u m .  Claim of 
confidentiality amy be made lor my informatioa submitted Certification is made by signing the 
certi6cition statement spcdficb oa the reponing form(s). If 40 dnim rocompanics the form at the time 
the form is submittal, thea the iaformation may be placed in a public file Without further notice to the 
submitter (40 CFR 763.74). 

In addition to requiring reporting by manufacturers, imponen, and pmasson of asbestos, EPA has 
idenlified a List of asbestoscontaiaing products which have been prohibited from manufacture, 
imponation, pn>cessing, and distribution in commcrcc EPA may gnnt  exemptions for produas sub jm 
to this rule. In submitting an applicltion for an exemption the submitter repons such information as 
(summarhd): a description1 of the manufaaunng. import, procasing, andhx distribution in commerce 
activity for which an exemption b requested, idcnrifiation of the locations at which the exempted 
activity would take place; length of time requesied for an  exemption (maximum length of exemption is 
four yean); exposure levels v r  the life cycle of the product; and data conotrning the non-asbestos 
substitute (40 CFR 763.173(d)). Any of the information reported in an exemption application may be 
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claimed as confidential according to the general procedure. If the submitter fails to submit a second 
copy of rhe information, he has 30 days from the date of rtccipt of notification to submit the second 
copy. else the information is plactd in a public file 

Applicants who a ~ ~ e n  CBI claims must substantiate all ClalmS by providing detailed written answers 
to the questions listed below. 

1. 

2 

3. 

4. 

5. 

6. 

7. 

8 

9. 

Is this information subject to a patent or patent application in the United Stata or elsewhere? 
If so, why is co‘nfidentiality ncusary? 

For what period do you assen a daim of oonfidenWIy? If the claim b to mend  until a 
certain event or point in time, please indicate tbat Cvent or time period Explain why such 
information should remain wn6dential until such point 

Has the information that you are claiming as confidential k e n  disclosed to persons outside of 
your company? Will it be d i s c i d  to such pcnons in the future? If so, what restrictions, if 
any, apply to use or funher disclosure of the information? 

Briefly d c s u i i  measures taken by your company to guard against undcsiral disclosure of the 
information you are claiming as confidential to othexs. 

Does the infonnation claimed as c o ~ d e o t i a l  appear or is it referred to in advertising or 
promotional materials for the product or the resulting end produa, safety data sheets or  other 
similar matcrinls for the product or the resulting end product, profcuioaal or  trade publications, 
or any other media available to the pubiic or to your mmpctiton? If you apswcrtd yes, indicate 
wherc the information appear& 

If the Agency disdosed the information you uc chiming as mnfidcntial to the publiS how 
difficult would it k for the competitor to enter the marW for your product? Consider in your 
answer such constraints as capital and marketing am, specmhed technical expertbe, or unusual 
P-a 

Has the Agency, another Faled agcnq, or a Federpl mwt made any confidentiality 
determination regarding this Worntion? If so, provide mpia of such determinations. 

How would your company’s competitive pasirion be humed if the Asency dirdosed this 
information? Why should such hnn be mnsidered substpntirl’l Descn’k the aural 

In right of sedioo lyb) of ‘TSCA. il you have claimed infona8tioa from 8 health and Safety 
study as confidentkl, do you assert that disclosure of this inlormrtion would disclose a pmccss 
used in tbe manuhauring or proaeYing of a product or inbmtion unrelated to the effects of 
asbestos on hurmn &e;llth and the environment? If your answer is ya, explain. 

relationship between the disckmm andharm. 



APPENDIX E 
CBI SECURrrY PROCEDURES 

The security requirements for CBI arc based on four components: Administrative Security, Facility 
Security, Procedural Requirements, and Audit and Inspection. These components are dixussed below. 

Administrative Security - 
Acccrs to TSCA CBI b granted only on a 'need to kncd basis, and ir%mited to EPA employees, 

EPA amuaaors and their employees, and O t b e n  only as cxpliatly addressed in the statute (s# previous 
section). 

Even EPA &ant- (such as thosc working in the Amenan Association of Retired Penons 
progrsm alongside EPA staff) and states may not be granted 14ec55 to TSCA CBL 

Acccrs to CBI is  allowed on@ for those sections of ?sCA for which the employee or contractor 
has demonstrated need. 

Each EPA employee or ammaor employee who requests 8aes to TSCA CBI is subjected to 
an aneasiVe background iuwstigath, rcfemd to as a N8tionrl Agency Check 8 d  Inquiry 
(NACI). T k e  bvmtigations ut intended to mtrl any irrlormrtba that may reflux adversely 
on an employee's suitability or OPStWORhiDm to bandle 'ISCA CBL 

Authorized a- to CBI is reviewed annually. All e m p m  must 8 t t d  a CBI proadurat 
mricw and pap a dttea tat All &r OPPTstaBue neviaand .nnulUy to determine 
4onfliasofinterat mmricarindPdafPlIl3lmwaldicrLKnn with oversight by the OPPT 
director. 

AIJ penons given access to CBI must sign I COnbdentiaIity agreement, which 
penalties for willhtl dfsdarure of =I, as pravided by the tllt\ltc 

notice of the 

Unless CBI material is bdag used in an approved open storage ug it mustbe stored in an 
approved container at the-cnd d the busin= day or when not in use CBI material must be stored 
in 8 6k cabinet With 8 bar lodr rod three-wly adjmabk kxk, or GSA-rppmveb auS 6 security 
aontaincr. Each oonuiner must rbo have a SafeKabinet Sccurity Chedr Sheet attached to indicate 
opening and dosing aswell as when checked. 
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Once a document IS classified as CBI, I t  must be logged mt0 a document WntrOl sysiem or the  
TSCA CBI Inventory log. I t  IS assigned a document control number and stamped T ~ C A  Confidential 
Busrness Information ... Does not mntaln National security hformation (€0. 12065).' A cove1 sheet IS 
attached wtuch Q)nUim the name of the Document Control O€l%xr (DCO). the document control 
number, and tbe date of receipt of the original document 'Ibe document is tracked until it is either 
declassified or destroyed. 

If a person autnorizcd for access to CBI wishes to obtain a CBI document, he must go to the 
Coddential Business Information Center (CBIC) and request the document from the 

requester is listed on the TSCA CBI A u t h o M  Acass List, a d  then obtains the document 
born either local secure storage, another DCO, or an authorized computer hcility. 

.appropriate DCO or Document Control Mistant  (DCA). ThC DCO/DCA verifies that the 

Each pemn who revicM a document aontaining CBI from the DCO or Document Control 
Assistant @CA) must s i p  the m r  sheet Docpmcntr mrw be charged out on the Document 
Tracking system or logged out cacb time the document is removed from the custody of the 
DCO. 

77.1~ employec must either keep the document in M e r  posseuion at all times, return it to the 
-IC, or store it in a locked approved stonge aoouiner. 
Documents containing CBI can not be ansf- 
CBI access to another,  apt for a limited period. To effect I transfer bemeen cleared 
employees, the person must p throogh the DCO/DCA by usc of a b a n  Reaipt  for T S C A  CBI, 
or the document must be logged back through the CBIC 

from ooc penon who is cleared for 

Any copying of documcots containing CBI must be pafonncd olt 8 m?chine chat has k t n  
cleared for this purpose, under the supcrvirion of a rpebtUy-arirred Document Control Officer 
(DCO). With the cxaption of workiug paper ?ad dnn copies, the DCO/DCA must enter all 
copies into the Document mcking  System or bvcatoy Log for document control. 

The destruction of eaeh doamen! containhg CBI must be suupervised by a DCO and noted in a 
Destruction Log and the Document Tracking Sptcm. 

Decksititation of documents or magnetic tape is performed under stria procedura when 
attempting to sacis@ an Wonnation q u a t  DecLpi6ation llto occurs when the submitter 
who requested that the info~tioo be hurdled IS CBI rsqoesu that it be dedassizied (In 
actuality, this rarely oaorr) 

AU CBI lop must be retainal for at last  6myevs &om thedate oftrt caw in smut 

* 

. stongc 

0 These are located in deigoatd CBI-secure areat. Dau lina between these secure artas are 
secured by means of data encryption or the use of closed conduits. 

Outside of these arcas, the operator must rclain arfusiwe c w o l  of the PC and any peripherals. 
and must ensure that any CBI contained in non-removable storage media or in the umputer's 
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memory are completely obliterated before relinquishing control of the PC Even printer ribbons 
used to print CBI themselves -me CBI and must be protected as are documents or computer 
disk. 

Mainframe computers that proccrs CBI must operate entirely within a CBI environment, and 
steps must be taken to completely remove all CBI Erom such a system when transferring from a 
CBI operating mode to a non-CBI mode. 

Communications liaa between wornputen that any CBI must be encrypted. Until recently, this 
applied even to line passing through non-sccurc areas within EPA buildingr 

Audit and Insmedon 

Audit and inspeaion ensures that security procedures in pkae rnwlry protea CBL 
1 

The TSCA Security staff investigate violations and provide npertiS;e on physical and computer 
security isucr. 

Periodic and unannounced inspeaions and audia of fadlities are conducted by the TSCA 
Security st&€ CBI documents are ?Is0 audited annually. 

OPPT mnducu periodic evaluations of TSCA CBI security procedwes. 

TSCA dI security requires coasidenble effon Whik the 'ISCA Security Office has a small staff, 
many of the qqpn.114 in the Con6deatial Data Brancb devote a conskkrable portioa of their time to 
safeguarding CBL Their raponsibilitb and the raponubilitia of other personnel who handle TSCA 
CBI arc s w  in Table E-1. Thir ubk is not an indplrive Ut of CBI ScCuTity task performed by 
penonnel at EPA, but attempts to highlight the major usb which are time intensive Table E-2 
provides a list of :op and tracking docmeats used in cratiag an audit trail for CBI material 

I 
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Table E-2: LIST OF LOGS AND TRACKJNG SHEFTS USED IN PROTECXING CBI 

Inventory Log 
User Sign Out Log 

ContractorlSubcontractor Sign Out b g  
Federal Agency, Congress. and Federal Court Sign Out Log 
R q u a t  for 'ISCA CBI Acccss Apprml 
Request for TSCA CBI Computer Aaccss Approval 
TSCA CBI Covcr Sheet 
Telephone Contact Report 
TSCA Coddential Business Information Meeting Sign In Sheet 
SafdCabinet sefurity Check Sheet 
Request for Approval of Contractor Access To TSCA confidential 

Loan Reaipt for ?sCA Confidcnti?l BPtincss InF6nuation 

&StrUCUOA b g  

Business Information 
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Penalties for Accidental Disclosure of CBI 

Although the legislative and statutory language assigns were  penalties for "wrongful' disclosure of 
CBI. most disclosures within EPA are accidental. In such ascs, where the impact of the disctosure 1s 
not serious, most employees are not harsldy penalized but are counstlled as to their actions. Appendix I 
of the 'ISCA Confidential Business Secunty Manual lists informal corrective actions taken. Thy include: 
closer supervision, on-the-job training, and oral reprimands. A serious violation may warrant removing 
the employee horn thebuthorized Access List. Each case is reviewed on an individual basis. 

A revim of records of CBI violations maintained by the ?sCA SeCUrity staff indicates that most 
violations represent failures to follow proadures strictly, and are unlikely to result in the disclosure of 
CBI 10 unauthorized persons. Figure E-1 shows that the cmralJ number of violations is quite small, 
relative to either the number of CBI documents maintained by OPPT or the number of transactions 
involving CBI documents. By h r  the greatest number of bdactions represent failures to abide by strict 
document-handling procedures, such as sending a CBI document to another authorized pcnon using 
interoffice mail, or band delivery of a document where the vlnsmitter did not ;rcruaUy deliwr the 
document into the hands of the recipient and obtain a signed receipt, or kavbg a document within EPA 
in an improperly sccurcd area There were occasions on which CBI was p l a d  into a public file or 
database, but a much greater proportion of infractions reflect sinrations in which drawers were not 
locked or audit trails on documents were inmmplete. 
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APPENDIX F 
SCREENING WORMA77ON DATA SET (SXDS) CHEMICALS 

KNOWN HUMAN CARCINOGENS IDENTIFED BY NTP 



SlDS (Scmning Inlormation Data Set) Chemicals for which U S .  i s  lead country - Phase I and Phase I1 
High Production Volume (HPV) Chemicals 

Phase I 

75-77-4 Silane, chlorotnmethyl- 

. 7844-2 PropanaL-2-rnethyl 

123-386 Propanal 

50660-9 l$-Pentadiene 

556-67-2 Cycloteuasiioxane, octamethyl 

693-23-2 Dodaanoicacid 

2402-79-1 Pyridine, 2,3,SS,6-tetrachJoro 

Phase I1 

25265-774 Propanoic add, 2-methy1, monoester with U4-uimethyl-12-penlanediol 

2959042-9 2-Propenoic acid, isooctyl ester 

78-93-3 Methyl Ethyl Ketone (Oral RfD in IRIS, Inhalation EUC in -1 

1(l&10-1 Me*yl Isobutyl Ketone (Oral IUD and Inhalation RfC in -1 

111-11-5 Methyt BpqhtC 

111-640 1-octene 

11 1-82-0 DodeQaoic rcid, methyl etet 

112414  1-D0d-C 

5 9 2 4 1 4  1 -Hame 

1120-36-1 l-Teurdeeene 

2524-03-0 Dimethyl chbmthiopirarplute 

2524-04-1 Diethyi chlorothiophotphate 

4259-15-8 Phosphorodithiok rad, O,O-bb(tcthyih 



Chemicals with Nonmedical U s 6  Thal Were Identified as Human Carcinogens in the Fifth Annual 
Report on Careinwens (NTP 89-239), 1989 {The most recent such report} 

92-67- 1 4-Aminobiphenyl 

7440-38-2 Arsenicand Cemin Arsenic Compounds 

1332-21-4 AsbestOS 

71-43-2 Benzene 

92-81-5 Benzidine 

542-88-1 Bis(chloromethy1)ether 

Also: 
107-30-2 technical grade Chloromethyl Methyl Ether 

7440-47-3 Chromium and Certain Chromium Compounds 

Key hueMlent compounds are: 

1029440-3 Barium Chromate 
13765-19-0 Calcium Chromate 
1333-82-0 Chromium -de 

10588-01-9 Sodium Dichromate 
7789-062 Strontium Chromate 

7758-974 U a d  chromate 

50560.2 Bis(2chloroethyl)sulfide (Mustard Gas) 

91-59-8 t-Napthylamine 

1314-20-1 ?horium D u e  

75-014 VinylchJOridC . 


